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Some Work of the Canadian Food 








and Drug Administration 


By C. A. MORRELL 


The Author Spoke Before the Annual Meeting of the American Bar As- 
sociation's Division of Food, Drug and Cosmetic Law of the Section 
of Corporation, Banking and Business Law, in Philadelphia August 23 


| HAVE READ with much interest the Report of the Citizens 


Advisory Committee on the Food and Drug Administration to the 


Secretary of Health, Educ¢ation, and Welfare 


The American Food and Drug Administration has a countes 
part in the Food and Drug Directorate of Canada The duties and 
responsibilities of the two departments of which they form parts appear 
to be similar, and the economic systems of Canada and the United 


States are similar 


Both the Food and Drug Administration in the United States and 
the Food and Drug Directorate in Canada have other legislative 
responsibilities in addition to their respective food and drugs acts 
Nevertheless, when one thinks of these organizations, the Federal 
Food, Drug, and Cosmetic Act or the Food and Drugs Act always 
comes to mind first. Their administration is undoubtedly the most 


important function of the two organizations 


Since the two agencies are so similar and the laws they administer 


are so similar in intent, if not in wording, | have felt that it would 
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Dr. Morrell Heads the Food and Drug 
Directorate in the Canadian Depart- 
ment of National Health and Welfare 





benefit me to give close attention to what was said in the report of the 
Citizens Advisory Committee on FDA. There ts not likely to be a 
comparable study of the Food and Drug Directorate, and the advice 
given to a different, even though similar, agency, based on somewhat 
different circumstances than exist in Canada, ts likely to be the closest 
I will get to obtaining the objective opinions of such a distinguished 


body of citizens 


The whole of the report will be of value to us in assessing our own 
position, but it is too early yet to consider anything more than the 
general views of the committee as to the methods that might usefully 
be employed by an organization set up for the same purpose as ours 
Although there are, no doubt, many areas in which our own directorate 
can be improved—some which I myself can see and others which I 
have missed—the remedies are not always easily available. In my 
remarks today I will confine myself to discussing «1 few of the methods 
used to obtain compliance with the Canadian Food and Drugs Act 
which were introduced on our own initiative at relatively low cost to 


the government. 


I was much interested in the section of the report dealing with 


interpretation, education and information activities. It is, | agree, very 


helpful to an administration such as ours to have the understanding 


and support of Parliament, the industry and the public in what we are 
trying to do. This is particularly so when there is a small stafi trying 
to deal with thousands of retail, wholesale and manufacturing estab 
lishments, as well as those industries or businesses whose existence 
depends in whole or in part on the sale of foods, drugs, cosmetics 


or dey ices. 





CANADIAN FOOD AND DRUG ADMINISTRATION 


Understanding of our purpose and sympathy with it can be 
obtained even from those whose business comes under the authority 
of the Act if we are in a position to tell them about it and we carry 
out our duties fairly. Most businesses are prepared to work honestly 
and welcome a set of rules by which they can work and expect thei 
competitors to work. The difficulty is, of course, to see that the rules 


are understood and are enforced on all alike 


Advertising is one of the most difficult subjects with which we 
have to deal, partly because there is so much of it. It is impossible 
for a small group of men to keep up with it every day, and much of 
the criticism of the directorate comes from those who are observing 
the spirit of the law when they see a less conscientious competitor 


“getting away with something.” 


Control of Advertising Under Food and Drugs Act 
and Canadian Broadcasting Act 
In Canada, all forms of advertising of foods, drugs, cosmetics and 
medical devices are under some control by the Food and Drugs Act 
In fact, the Canadian Broadcasting Act, which controls radio and T\ 
in Canada, requires by regulation that all commercials concerning 
foods and drugs, etc., be “approved” by the Food and Drug Directo 
rate before release. This in itself throws a large volume of work on the 


headquarters Inspe tion services 


In this connection and to give advertisers an indication of our 
way of thinking, a booklet called the Guide to Manufacturers and Adve 
tisers has been issued by the Food and Drug Directorate, It 1s now 
in its second edition. I believe that this book has saved our staft a 


good deal of work and has spared many an advertiser the disappoint 


ment of having his copy returned covered with red ink. The Guid 


is an example of the steps taken to disseminate information on 


interpretations of the act and regulations 


Trade information letters issued by the directorate are another 
means of informing business and industry on particular points in 
respect to new regulations and their interpretation or of some adminis 
trative action proposed, or policy adopted. One hundred and twenty 
six of these trade information letters have been issued in the last 
seven years 

While our daily work keeps us in contact with business and 


considerable proportion of manufacturers know of our existence willy 
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nilly, the same cannot be said of the consumers. Since the prime pur 
pose of the Food and Drug Directorate is the protection of the public 
against health hazards and fraud in the advertising, sale and use of 
foods, drugs, cosmetics and medical devices, it is important that con 
sumers should be aware of the existence of this agency so that they 
may know to whom to direct their complaints or to express their 
wishes. The officers of the directorate speak for the public in dealing 
with industry and business, and it is important that the wishes and 
opinions of the public should be known to them, It has always been 
difficult for us to determine what the public does want. 

The manufacturer or retailer often tells us that the public does 
not want this or that, or is indifferent to what we are demanding. When 
we have had an opportunity on one or two occasions to test these opin 
ions, we have found the situation to be quite different and have had a 
very firm answer to the contrary. 

On the other hand, a close liaison with consumer groups ts helpful 
in that it provides an opportunity for government officers to explain 
problems resulting from modern manufacturing practices and packag 
ing developments, what can be reasonably demanded under the cir 
cumstances, and what is not reasonable. One must be cautious in 
dealing with the public to make certain that one is not overwhelmed 


by the opinions and wishes of cranks. This type of person is usually 


very vocal. He does not hesitate to make his views known while, on 
the other hand, more reasonable people who are in doubt often will not 
express an opinion because they are well aware they do not know the 
facts and circumstances on which to base a sound recommendation 
and, of course, the satisfied customer is seldom heard from at all 


Consumer Education 

The work of the Food and Drug Directorate in establishing and 
maintaining consumer relations has been strictly limited by lack of 
staff and funds and has been confined to a program consisting of 
exhibits at a number of fairs and conventions across Canada, the 
preparation and distribution of a few leaflets explaining the work of 
the directorate, the supplying of information on specific items to con 
sumers’ associations for publication in their bulletins, a few press 
releases on matters of general interest, and an occasional free use of 
radio and press articles. 

The total sum provided in the budget of the directorate last year 
that could be used to develop consumer relations was $9,000 out of a 
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total budget of $1,284,582, or about 0.8 per cent of our expenditures 


I was therefore interested to note that the report of the Citizens 


Advisory Committee recommends the development or extension of an 


educational and informational program for the FDA 


It appears to me that the same comments could be made about 
the Food and Drug Directorate, Indeed, I believe that the FDA is 
better known in the United States than the Food and Drug Directorate 
is in Canada. About four years ago I was astounded at the comment 
of a taxi driver in Washington when we were passing the Federal 
Security building. He was asked what_went on in that building, and 
he replied by telling us about the FDA and Harvey Wiley. Such a 


thing would never happen in Ottawa! 


Directorate's Activities in International Groups 

Since Canada is engaged in international trade in foods, drugs 
and cosmetics, the officers of the Food and Drug Directorate are 
interested in standards and other requirements for these products 
established by foreign governments and international organizations 
Canada imports as well as exports a great many drugs and foods 
Djfferences in standards and labelling requirements not only provide 
work for our inspectors at customs but are in themselves hindrances 
to international trade, although in this connection it is recognized, of 
course, that some differences may be necessary because of local 
customs or conditions. Because of this interest in the requirements 
of other countries, members of the directorate have continued to take 
part in certain scientific or technical activities of the World Health 
Organization, the United Nations Narcotic Commission, the United 
States Pharmacopoeia revision committees, the Committee of the 
National Formulary, the British Pharmacopoeia Commission, the 
Association of Official Agricultural Chemists, and other foreign or 


international groups 


All of these contacts are very useful to the directorate in that 
information is gathered which is very useful in our own administra 
tion. It can be obtained at very little cost, since much of our worl 
in this direction is carried on by correspondence, with an occasional 
visit to a committee meeting or conference 

In addition to this international collaboration, it is necessary to 
cooperate with other departments of government either to give assist 


ance to them or to prevent confusion and duplication of work 
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Good Liaison Between Directorate and Other 
Federal Departments 

I note that the Citizens Advisory Committee laid stress on the 
importance of liaison with other government departments. In Canada 
there is very good liaison with other federal government departments, 
but the liaison with provincial departments has not been as well 
developed as it should be. Our present activities in the food-sanitation 
field demand a greater degree of contact with provincial officers, and 
a better liaison is developing as a result. This is a very desirable 
improvement, since it will lead, | believe, to better enforcement at both 
the provincial and federal levels. With the field staff limited to its 
present numbers, the Food and Drug Directorate needs all the help 
from other agencies it can get. I believe the same is true of pro 
vincial agencies. 

There is no section or division in the Food and Drug Directorate 
comparable to the Division of Interstate Cooperation of the FDA 
It may be that it is not quite so necessary to have such a division in 
Canada, but our continued activities in the sanitation field may further 
develop such a need, At the present time any activities in this dire« 
tion stem from the director's office, as does the work on consumer and 


public relations. 


Advisory Boards an Essential Part of Administration 

The directorate has several panels or boards of experts to advise 
on technical and medical problems. These include the advisory panel 
on foods, the advisory panel on drugs, the advisory board on proprietary 
or patent medicines, and the drug advisory committee. Members of 
all boards or panels, in addition to departmental representatives who 
are always in a minority, are physicians, pharmacists or other 
scientists who are university professors, clinicians or technical people 
in industry. These boards and panels were established not only to 
provide an additional fund of knowledge for the administration of the 
act, but also to supply an independent, noncivil-service viewpoint on 
many contentious problems, They have fulfilled their functions very 
well indeed, and are now considered to be an essential part of the 


administration. 


When preparing regulations or when considering specific problems 
involving technical or scientific knowledge, it is our policy to consult 
with experts in the trade particularly concerned. Because of reasons 
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readily understandable, it is always desirable to deal with trade as 
sociations rather than with individuals. We have in the past developed 
excellent relations with many such groups and, in fact, rely on them 
for a great deal of help in the technical aspects of the administration 
On the other hand, these channels of personal contact and debate give 
the industries a better appreciation and knowledge of our administra 
tive and enforcement problems which, | think, in the long run must 
not only make it easier for us to administer the laws, but also for them 


to do business and comply with our requirements 


Last year, in Chicago, I listened with great interest to Commis 
sioner Larrick’s presentation of a survey of the work of the lood and 
Drug Administration, and of the problems confronting it. The survey 
was based on statistical data, and was clearly and interestingly pre 


sented. I felt at the time that we could not give a similar report on 


the situation in Canada. This is unfortunate because | believe it 
necessary to know not only the magnitude of the task before us, but 
to be able to predict the trends in the various fields, if we are to use 


our available forces to the best advantage 


| do not mean to imply that we know nothing about the situation 
in Canada but what data and information we do have has not proved 
to be very reliable. We are making what efforts we can to gather and 
develop correct statistics, but we do need someone to direct, correlate 
and analyze the material for us. So far we have no person available for 
this purpose. The division chiefs are gathering information on their 
partic ular work, but their other duties are such that they do not have 
the necessary time to devote to it. This multitude of duties for the 
senior officers makes for a lack of continuity in their work which results 
in a sense of frustration and ineffectiveness that is disturbing. | sup 
pose it is not only the senior officers that are required to do a number 
of things; nearly everyone in the food and drug headquarters staff is 


called upon to “double in brass 


I have noted that the World Health Organization jointly with the 
Food and Agriculture Organization of the United Nations has taken 
an active interest in the subject of chemical additives to foods. | be 
lieve there will be a conference in Geneva in September to discuss the 
subject and, although | have not seen the proposed agenda, I welcome 


such a meeting. | hope that a Canadian representative will be there 


from Food and Drugs 
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International Problems Concerning Chemical Substances, Colors 

I like to think that some day there will be international agreement 
on many of the chemical substances that may be used in or on foods. 
As an importing nation, our task would be much easier if we could be 
assured that imports did not contain material that is forbidden by the 
Food and Drugs Act or regulations. Furthermore, | believe there will 
be a great saving in time and labor if there is a competent agency that 
can be relied on to collect data from all parts of the world as to the 
safe conditions of use of various chemical additives, and to make this 
information available on request. This would be helpful not only to 


governments, but to food processors as well. 


The colors that should be used in foods are under critical examina 
tion and discussion in many countries. We are reviewing our own list 
of permitted colors in Canada and are getting all the information we 
can about them. The tests are slow and laborious and staff is scarce 
Although we cannot neglect this field of work, I expect that a great 
deal of the needed information will have to be collected elsewhere 


Safe Tolerances for New Pesticides 
There is also the matter of the newer pesticides to be dealt with, 
and the establishment of safe tolerances for them. With a small staff 
such as we have, it would not be possible to collect all the information 
needed or even to check in the laboratory all the data supplied by 
manufacturers. Here, again, we in Canada, at least, must rely on inter 


national cooperation and work. 


You can see why I am interested in international collaboration 
On the other hand, | do want Canada to make some contributions: to 
be able to export, as well as import, knowledge. There is no laboratory 
or group of scientists in Canada having a greater interest or know! 
edge in this field than the devoted few in the Food and Drug Directorate, 
and it is there that Canada’s contribution should be made. Some work 
in this field is going on in our laboratories, and I hope it will be in 


creased in the future 


Factory-Inspection Program a Step Toward Education 
of Manufacturers 
One new activity of the Food and Drug Directorate that may be 
mentioned here because it lends itself well to an educational program 
is the factory inspection undertaken this year. These factory inspe 
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tions have been of two kinds: inspection of food-processing plants (1) 
to determine their condition in respect to the sections of the Act for 
bidding food to be manufactured, processed, stored, ete., under unsani 
tary conditions and (2) to determine the adequacy of the control 
exercised by pharmaceutical manufacturers to assure that their prod 


ucts are safe and up to the standard under which they are sold 


Inspectors were given courses at headquarters in either of these 
special jobs. In addition to imparting technical knowledge, the instruc 
tors made it clear that the main purpose of the first round of inspee 
tions was to be an educational effort All unsatisfactory conditions 
were to be brought to the attention of management, but no legal action 
(except under unusual or extreme conditions) was to be taken at this 
time. If management sought advice from the inspectors, the situation 
was to be discussed as helpfully as possible. They were to be warned 
that a second visit would follow, and if there was no improvement 


other measures would have to be taken 


It was really an education for our men to see the contrast between 
properly designed and well-run plants and some of the factories they 
visited, In some instances plants were unsatisfactory not because of 
lack of facilities, but because of poor housekeeping and sheer indiffer 


ence ; in others, the plant and personnel facilities were wholly inadequat 


Education Needs Law to Back It Up 

Undoubtedly, educational measures will not be sufficient in all of 
these cases because of inability of some people to appreciate the health 
hazards that are involved in selling food from a filthy plant or drugs 
that have never, at any point, been checked for composition. On the 
other hand, reports from a second round of inspections do show without 
question that many manufacturers have improved their premises, and 
with a little more persuasion and patience on our part will have a satis 
factory establishment. However, an educational program of this nature 
must always have behind it the threat of the law and a determination on 


the part of our organization to use it to the fullest extent where necessary 


The above description is a brief outline of our rather inadequate 
efforts in the field of public relations, which is one of the methods that 


may be used in our business to make a little go a long way 


[The End] 




















A. R. MILLER Discusses 


Food Additives 
and the Federal Meat Inspection Act 


The Inspection Organization's Dual Responsibilities—to an Important 
Industry and to the Meat-Consuming Public—Were Noted by the Chief, 
Meat Inspection Branch, Agricultural Research Service, United States 
Department of Agriculture, As He Addressed the August 23 ABA Meeting 


A CONSIDERATION of the historical background is the con 
ventional approach to an understanding of a statute. Knowing 
why Congress subjected meat in interstate commerce to a federal 
inspection program contributes to an understanding of the program. 
One must know the program to understand how an inspected meat 
packer handles a new food-additive problem. 


Like all laws of substantial coverage that presume to be in the 
public interest and significantly affect private enterprise, the Federal 
Meat Inspection Act has some pertinent legislative history. Prior to 
the passage in 1906 of the meat inspection law, considerable experience 
was gained with endeavors to exercise controls under inadequate 
legislation. The first legislation aimed at meat hygiene controls was 
passed in 1890. That law was geared more specifically toward pro 
viding a system of controls that would enable American meats to 
carry official sanitary export certificates for the purpose of gaining 
their acceptance in foreign markets. 

During the 1890-1906 period the federal control organization 
acquired broad experience which demonstrated the need for legislation 
that would contain adequate authority for a competent inspection 
program, but what is equally important, the organization was prepared, 
when the law of 1906 was passed, to set up and administer a complete 
program, which has continued pretty much without change since that 
time. Obviously, the law of 1906 was not passed only because the 
control organization considered it to be desirable and in the publi 
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interest. ‘Lhe law was passed because a compelling public interest 
developed independently. It was during these years prior to 1906 that 
the so-called Spanish-American War meat scandals received consider 
able publicity, and writings such as Upton Sinclair's book The Jungl. 
were widely read. In fact, the inadequate inspection system in opera 
tion during those years was quite properly discredited in the publi 
eye. The significance of all of this was summed up in a statement 
attributed to President Theodore Roosevelt: “A law is needed that 
will enable the inspectors of the general government to inspect and 
supervise from the hoof to the can the preparation of meat food prod 
ucts.” This helps us to understand why in 1906 two laws were passed 
concerned with food: one prohibiting interstate movement of unin 
spected meat and meat foods—namely, the Federal Meat Inspection 
Act—and the other prohibiting the interstate movement of unsound, 
adulterated or misbranded foods—namely, the Food and Drug Act 


Relationship Between Meat Packer and Inspection Organization 

Your interest in food additives, as their use comes under the cov 
erage of the Federal Meat Inspection Act, might best be explored by 
describing the relationship between the meat packer subject to the 
law and the meat inspection organization administering the law. When 
a meat packer finds that his business requires him to ship his meat 
interstate, he requests that federal meat inspection be furnished his 
plant in accordance with the meat inspection law and regulations. This 
application sets in motion a routine of review and survey to assure that 
the plant equipment and facilities meet the requirements. It 1s not 
necessary for our purpose here to go into the details of this routine 
\fter it is found that the applicant's plant meets the facilities require 
ments, the inspection is inaugurated at the plant. The plant manage 
ment has stated in its application for inspection that it accepts the 
responsibility to function in accordance with the law and regulations 
The inspection personnel assigned to the plant are given the responsi 
bility of applying those inspection routines which will assure that the 
meat production of the plant conforms with the requirements of the 
law and regulations. The official mark of inspection applied directly 
to the product is evidence of such compliance 

The requirement of the law that relates to food additives reads 


said inspectors shall. label, mark, stamp, or tag as “Inspected and Con 
demned” all products found unsound, unhealthful, and unwholesome or 
which contain dyes, chemicals, preservatives, or ingredients which render sucl 
meat or meat products unsound, unhealthful, unwholesome, or unfit for human 
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food, and all such condemned meat food products shall be destroyed for food 
purposes ... [by the said establishment in the presence of an inspector], and 
the Secretary of Agriculture may remove inspectors from any establishment 
which fails to so destroy such condemned . products 

Regulations and inspector's instructions are issued which identify 
those additives which are found to be acceptable for use in the prepara 
tion of meat food products in accordance with the law. 


Inspected Meat Packer Seeking Approval of Additive 
or Ingredient 

When the inspected meat packer desires to use in a meat food 
product prepared in his plant an ingredient or food additive which has 
not been theretofore identified as being acceptable under the regula- 
tions and instructions, the packer will not use such an additive until 
it has been approved for the purpose. He makes this decision as the 
best practical way of planning his plant production. This decision is 
consistent with his original decision to operate his plant under the 
inspection so that he will have inspected meat, so identified, to ship 
interstate. So long as he finds it desirable or necessary to continue his 


plant in the inspected status, he knows that the inspector will act 


with respect to new additives in accordance with the requirement of 
the law which has just been quoted. 


To use the additive in the inspected establishment before it 1s 
approved requires the inspector assigned there to hold the meat prod 
uct containing the additive until it has either been approved or rejected. 
If approved, the product containing the additive, if otherwise accept 
able, is identified with the mark of inspection and it goes out to the 
trade, If the additive is not approved, the requirement of the law just 
quoted applies, the product is condemned, and it is destroyed for food 
purposes under the supervision of the inspector. It is understandable, 
therefore, why the inspected packer obtains approval for a new addi 
tive before it is used in the production of meat products in his plant 


Serious Responsibilities of Federal Meat Inspection Organization 
The federal meat inspection organization appreciates that it is 
given important control responsibilities affecting one of the largest 
industries in this country. It takes very seriously its responsibility to 
handle industry’s problems and proposals promptly and fairly. This 
applies particularly to proposals concerning the use of new food addi 


tives. 
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The inspection organization is equally sensitive to its responsi 
bility under the law to the meat-consuming public. Meat not only 
constitutes a major part of the diet, but it accounts for a large part of 


the consumer's dollar spent for food. 


When I use the term “food additives” I am including all materials 
that come under such headings as chemicals, flavorings, curing materi 
als, synergists, emulsifiers, bacterial cultures, catalysts and enzymes 
Actually, the same process of review applies to packaging materials, 
such as plastics, synthetic resins, plasticizers, coatings, and hydro 
scopic agents. Materials that come in contact with the meat receive 


the same attention as do so-called additives. 


Proposals for the use of any of these items which have not been 
previously approved may be presented either by an inspected meat 
packer or one of the many concerns that supply the meat-packing 
industry. Proposals are also made by or in behalf of importers of meat 
food products, since importations come under the same requirements 
as do domestic meat products, and foreign meat products are required 


to be inspected prior to their entry into the United States 


Proposals are addressed to the central meat inspection office in 
Washington, where the review is conducted and decision made. There 
is no particular form used in proposals; however, whether they are 
mailed or presented in person, a written request for approval is used, 


and this request sets in motion the review pro ess 


Review of Question of Toxicity 

The question of toxicity is the one first considered. This question 
is reviewed by a staff of chemists, biochemists and biologists. These 
officials do not conduct toxicity tests, however. Their review and in 
vestigations evaluate the information concerning toxicity-—both that 
furnished by the proponent and that contained in available literature 
If a determination concerning the harmlessness of the proposed addi 
tive cannot be made from a review of available information, the pro 
ponent is advised concerning the kind of additional information that 
is needed and suggestions are made as to the kind of work that might 
be performed which is considered to be productive of dependable 
results. During this process of review, the proponent has an oppor 


tunity to make any representations that he might wish, both with 


respect to the method of official review used and the officials’ findings 


The officials are obliged to use whatever method of review is best 
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suited for the problem, and their findings must be consistent with 
accepted scientific knowledge and the facts disclosed by the review. 
In working out the question of toxicity, the meat inspection officials 
work closely with the federal food and drug officials. Frequently, 
those officials have already considered a similar proposal, and their 
findings are of considerable value in enabling the meat inspection 
officials to arrive at their findings. All findings are passed on promptly 
to the proponent and when they are adverse to his interest, he is 
invited to pursue his proposal further. This he can do either by fur 
nishing additional information for consideration in connection with 
his original proposal or he may discuss the use made by the officials 
of the information already made available. 

When it is decided that the proposed new material is harmless, 
the proposal is turned over to the meat inspection officials concerned 
with inspection facilities and inspection procedures. Their first interest 
is the utility of the new material. Does it in fact have any use or, 
what is more important, will its use result in adulteration of the meat 
product even though with a harmless substance? Will the proposed 
new additive, when used as intended, have the effect of concealing 
inferiority in the meat food in which it is used? Also, the use of the 
additive must not produce a change in the meat food that will affect 
adversely its safety for consumption after it has been handled and 
distributed as is usual in the trade. 


Practical Use of New Additive: ‘‘Pilot Plant'’ Operation 


The inspection officials may find it necessary to investigate the 


use of the new material under practical conditions. They will suggest 
that what is sometimes called a “pilot plant” operation be set up. This 
may be done in several locations, with the results receiving the close 
attention of field inspection personnel who make reports of their 
observations. The proponent has an opportunity also to observe the 
practical application or use of the new material, and his observations 
receive full consideration by the inspection officials in arriving at their 
findings. 

Frequently, the use of a new additive that passes all of the require- 
ments creates new problems of identifying the meat product in which 
the additive is used, This relates to another provision of the neat 
inspection law, which reads: 


and no such meat or meat food product shall be sold or offered for sale 
under any false or deceptive name; but established trade name or names which 
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are usual to such products and which are not false or deceptive and which shall 
be approved by the Secretary of Agriculture 


Label Question Must Be Resolved Before Approved 
Ingredient Is Used 


This presents more than an academic problem because of the 
requirement that a label be approved by meat inspection before it is 
used in an inspected plant. Since enforcement of this requirement is 
included in the responsibilities of the meat inspector assigned to the 
plant, the label question must be resolved before an approved new 
ingredient is used in the inspected plant. Time does not permit me 
to attempt to identify the many labeling interests which might be 


involved, It is enough to point out that the proponent interested in 


a new food additive intended for an inspected meat product should 


remember to explore the labeling implications before an approved new 


ingredient is actually used in an inspected plant 


I have indicated in several places in this discussion that there is 
abundant opportunity for interested parties to obtain review of find 
ings and decisions made by meat inspection officials at each step in 
the handling of a proposal for use of a new additive. Everyone in meat 
inspection is conscious of the importance of having the correct decision 
made just as soon as possible. There is no encouragement to pass 
responsibility for making an adequate, objective finding from. the 
office of primary responsibility to the next higher level for a decision 
there. This is a well-understood policy of long standing. Proponents 
rarely consider it to be necessary to pursue their right of appeal to a 
higher level. The appeal procedure is easily available, however; it 
progresses from one level to the next in the meat inspection organiza 
tion, the Agricultural Research Service, and the Secretary's Office of 
the United States Department of Agriculture. Pursuing an appeal 
involves no more formality than a request for review of the decisions 


made at the lower level 


Proponent's Right to Prompt, Businesslike Evaluation 


Everyone in the meat inspection organization realizes that our 
inspection duties give us a peculiar responsibility, in that decisions 
immediately take effect on the operations of one of the country’s most 
important industries. This does not mean that decisions are made 


hastily with insufficient justification: a clear recognition is given to 
t K 
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the need for prompt, businesslike evaluation, with the proponent being 
entitled to findings that are clear-cut and decisive, and his opportunity 


to be heard is scrupulously observed. 


All of this may sound complicated and cumbersome. Actually, we 
currently have no backlog of proposals, and that is the usual status. 


Nevertheless, the meat-packing industry has its share of additive 
interests. There are foundations doing development work for the 


industry generally, and all large, and most medium-size, meat packers, 


as well as industry suppliers, have laboratories. These groups are con- 


stantly working with new materials and new products. We do not 


keep a detailed count on the number of proposals that are processed 


from time to time. However, for a recent 12-month period I have 


been given an estimate of approximately 100 proposals involving new 


materials intended to be used in or in connection with inspected meat 


products, I am told that approximately 80 per cent of these proposals 


were decided favorably. 
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Food Additives 
By MICHAEL F. MARKEL 


This Review of Pertinent Regulatory Requirements of the Federal Food, 
Drug, and Cosmetic Act Was Read by the Author at the Annual Meeting, 
Division of Food, Drug and Cosmetic Law, American Bar Association, at 
the University of Pennsylvania Law School, Philadelphia, on August 23 


HE TERM “food additives” has acquired a rather specific mean 

ing since the adoption of the 1938 Federal Food, Drug, and Cos 
metic Act (21 USCA Secs. 301, and following). Its usual reference 
is, of course, to substances proposed for food uses which are identified 
as “optional ingredients” in the law, that is, “added” ingredients which 
a food processor, at his option, may include in, or exclude from, a 
food, and the presence or absence of which does not affect the basic 
identity of that food. They are ingredients which may be unavoidably 
or incidentally present in a food, but which are usually added delib 
erately, often only in traces, for the purpose either of extending the 
shelf life or keeping qualities of a food or of imparting to it physical 
or organoleptic characteristics believed to be preferred by consumers 
In more recent years, the term has also come to imply regulatory 
headaches for both the government and the regulated industry It 


seems that some of the provisions of the Act, substantive as well as 


procedural, which regulate the uses of such food additives have proved 


most controversial 


The adulteration provisions of the Act spell out its basic criteria 
for inclusion of additives to basic foods. These substantive provisions 
divide food additives into two general categories: (1) “poisonous of 
deleterious” substances (whatever that may mean), which are un 
avoidably present in, or are either incidentally or deliberately “added” 
to, the food and (2) substances which are not “poisonous or delete 
rious’ within the statutory meaning of these words. The line of 
demarkation between these general classes is not always easily deter 
minable in the application of the law to specific food additives 
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ach of these two general categories is then again divided into 
three different classes by other provisions of the law on the basis of 
their intended use. These are food additives intended for (1) non 
standardized foods other than “raw agricultural commodities”, (2) 
standardized foods which conceivably could, but are not likely to 
include an occasional “raw agricultural commodity” and (3) “raw 
agricultural commodities.” (The Federal Meat Inspection Act regu 
lates food additives intended for meat food products. These are con 
sidered on this program by A. R. Miller, Chief of the Meat Inspection 
Branch, Agricultural Research Service of the Department of Agricul 
ture, the agency charged with the administration of this law.) The 
substantative provisions in the law which prescribe the criteria tor 
use of food additives and the procedures for qualifying them for an 
intended use differ according to these classes. Each class is reviewed 


accordingly. 


“Safe’’ Food Additives Intended for Nonstandardized Foods 


\ new use of a food additive, generally recognized as safe, in a 
nonstandardized food does not ordinarily present any particularly 
diffeult regulatory problems. If its presence in the food is not viola 
tive of any of the economic-adulteration provisions of the Act (Se 
tion 402(b)), it may be used in a food provided its presence is declared 
on the label 

While there have been disagreements as to the suitability of sub 
stances on grounds of probable deception or dilution, by and large 
this area of regulation has not proved particularly controversial. In 
some cases, the government has resolved such questions by standard 
izing the food involved, thus avoiding the necessity of establishing the 
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alleged deception or dilution by court proof but, instead, compelling 
the proponent of the food additive to establish absence of de eption 
or adulteration at an administrative hearing. While the validity of 
this procedure—a curve ball barely breaking over the plate—-has not been 
clearly and directly settled in the courts, it does seem to have received 
judicial sanction, in principle at least, in some of the cases where food 


standards have been judicially reviewed 


‘Poisonous or Deleterious'’ Food Additives Intended 
for Nonstandardized Foods 


Theoretically, the basic procedure for qualifying food additives 
of this class for a proposed use in a nonstandardized food does not 
differ from that of qualifying known safe food additives for such uses 
Here, too, all one needs to determine is whether such use violates the 
pertinent adulteration provisions of the Act. However, in this in 
stance, Sections 402(a)(1), 402(a)(2) and 406, or 402(a)(6)—as the 
case may be—are also required to be considered 

Unavoidable traces of a substance considered ‘ poisonous oT delete 
rious” which is naturally present in a food, will not cause such food 
to be adulterated if its presence “does not ordinarily render it injurious 
to health [Section 402(a)(1)].” “Ordinarily injurious to health in the 
quantity present” is the test for this kind of substance 

When a “poisonous and deleterious” ingredient is “an added sub 
stance,” a somewhat different criterion applies. Sections 402(a)(2) 
and 406(a) prohibit the use of an “added” substance of this class in 
any amount, without regard to likely health hazards, to anv food unless 
“such substance is required in the production thereof or cannot be 
avoided by good manufacturing practice.’ When such an added sub- 
stance is required or is unavoidable, and no maximum limit has been 
fixed by i lerance, then Section 402(a)(1) nevertheless prohibits its 


use in any quantity “which may render” such food “injurious to health.” 


If a tolerance has been established for the substance, then Section 
402(a)(2) prohibits its use in any quantity in excess of the limit speci 
fied as a tolerance, even though such excess may not render such food 
injurious to health 

Likely health hazard is also the test for substances which are 
incidentally added to a food via the container or wrapper. Section 
402(a)(6) provides that a food shall be deemed to be adulterated: 


if its container is composed, in whole or in part, of any poisonous or deleter 


ous substance which may render the contents injurious to health [italics supplied ] 
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The test of compliance under this section is not whether the 
incidentally added substance is either required or unavoidable in the 
production of the food but, rather, whether the type of container or 
wrapper involved is such that, when used on a food, the incidental 
migration of one or more of its components may create a health hazard. 
However, in the practical administration of this provision, the appli 
cation of this paragraph is restricted to substances which are in fact 
reasonably required in the production of the container or wrapper for 
technological reasons inherent in their manufacture. Any substance, 
such as an antimycotic, which is added to a container or wrapping 
material with the intent that significant amounts migrate to the food 
for the purpose of serving a function in the food itself, is considered 
within the meaning of Section 402(a)(2) 


” 


to be “an added substance, 
The validity of this administrative distinction has been placed in issue 
by an important seizure, but the claimant evidently accepted the 


administrative positions, since the case was not litigated. 


Once a food producer has come to the conclusion that the proposed 
use of any substance will not violate any of the provisions of the Act 
as thus summarized, he may proceed with its use on the basis of his 
own judgment. The next move is up to the government, to establish 
violation of one or more of the sections, as summarized, in an appro 
priate proceeding by court proof. In the case of an intentionally added 
substance contemplated by Sections 402(a)(2) and 406(a)—the par 
ticularly controversial area—the government will have to establish 


either that the substance is not “required,” or can be “avoided” in the 
1 


production of the food or, if it is required or cannot be avoided, that 


the quantity of the substance in the food is such that it “may render” 
such food injurious to health or is in excess of the limits fixed by 


tolerance, as the case may be. 


However, like most appraisals of statutory provisions on the basis 
of theoretical considerations, this oversimplifies the problem. As a 
practical matter, it is by no means that simple. In the first place, 
reputable food manufacturers will not ordinarily add substances of 
this category to a food unless and until the Food and Drug Administra 
tion has indicated its agreement after informal evaluations of the 
pertinent data and information. Even more compelling is the fact 
that such food additives are usually produced by one concern, the 
“ingredient supplier,” for sale to another, the manufacturer of the 
basic food. Most food manufacturers will not purchase and use such 
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a food additive unless and until the ingredient supplier is able to 
furnish satisfactory proof that the inclusion of this proposed additive 
will not be in violation of the law and that the Food and Drug Admin 
istration concurs in this view. Therefore, such an ingredient supplier 
is in no practical position to disagree and settle the issue in court 
even when disposed to do so. For these reasons, the practical pro 


cedure in proposing such food additives requires informal clearance of 


the proposed uses with the Food and Drug Administration 


There are, of course, always some who are willing to chance it on 
the basis of their own judgment. In such cases the questioned use first 
has to come to the government's attention and, in the event of dis 
agreement, the government has to prepare the “evidence” required to 
establish its assertions by court proof in an enforcement proceeding 
initiated by it 

This area of regulation of food additives has probably proved 
most controversial of all. Industry has complained bitterly that the 
criteria of the law pertinent to these food additives are stifling progress 
in the development of food technology. The government, on the other 
hand, complains that these provisions of the law impose virtually 


impossible enforcement burdens upon it. 


Indicated Legislative Relief 


The extent of the dissatisfaction with the existing situation is 
dramatically reflected by the number of bills now before Congress, 
each seeking to remedy this very situation. These bills reveal a con 
siderable divergence of views as to how this should be done. How 
ever, there should be no difficulty in finding a common area where all 
points of view can be coordinated and reconciled. The Miller Amend 


ment, to be considered later, goes far in pointing the way 


It is abundantly clear from these bills, and the discussions con 
cerning them, that all are agreed that the law should be amended. All 
or nearly all, seem also to be agreed that any new legislation should 
relieve the Food and Drug Administration of its burdens under the 
present law and that the responsibility for establishing the safety of 
substances proposed for food uses be placed on the party proposing 
such use. 

There does not appear to be any significant disagreement among 
scientists over the basic scientific procedures which should be fol 


lowed in determining the safety of a substance. Qualified toxicologists 
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and pharmacologists appear to be generally agreed that this should be 
done by animal testing. There also seems to be general agreement as 
to the number and kinds of animals which should be used for this 


purpose and the levels of feeding of the test material. There is no 


disagreement among scientists as to the observations which should be 
made on these animals, nor can there easily be disagreement over what 


has been observed, 


What, then, is responsible for the indicated controversy in this 
area of regulation?’ The answer lies in the differences among the 
experts over the conclusions to be drawn from the data thus established 
Why should there be disagreement in this area? The answer lies, to 
a very important extent, in the provisions of Sections 402(a)(2) and 
406 of the law. Compliance with these provisions requires one ap 
proach, Practical and realistic appraisal of safety of substances undet 
modern methods of testing, coupled with present-day needs for tech 
nological improvements to satisfy the needs of modern methods of 


production, distribution, storage and use of foods, requires another 


The law concerns itself with the safety of substances, as such, as 
measured by their capability to produce harmful effects, and not with 
their safe levels under the proposed conditions of use. The government 
draws its conclusions on the basis of application of that law. The 
disagreeing scientists draw theirs on the basis of the concept that the 
safety of a substance for food uses is determined by considering the 
levels likely to be ingested under reasonably foreseeable conditions 
of use It thus becomes clear that the difficulties stem from a law 
which has become outmoded by rapid strides in the field of food 
technology and industrial demand for constant improvements in pro 


duction, distribution, storage and conditions of home use of foods 


Any significant easing of this regulatory problem will, therefore 
require legislation which will effect a change in the basic philosophy 
of these provisions of the law. If legislation is passed which will give 
realistic recognition to the present-day scientific procedures of phar 
macologists and toxicologists, then it would seem that the relatively 
narrow field of disagreement as outlined should readily vanish; once 
the doctrine of practical consideration of health hazard under condi 
tions of reasonably expected uses is adopted, scientists should have 
no serious difficulties in working out the details among themselves 


No one proposes compromising on the basic question of safety 
and protection of consumers’ health. However, there must be a rea- 
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sonable limit to caution even in this area. One whi 

or doesn’t venture outside of his house ts not going to exposed 

traffic hazards. But there are few, if any, who refrain from buying 

car or refuse to leave their homes on the basis « 

likely traffic hazards Anyone who does would 

sidered qui lay, whereas he would have 
1906 when the first Fo 


Hale Amendment 


requirement 
ing formal procedures to 
Therefore, any food additive 
standardized food should first be considered 


he statutory criteria for such inclusion 


The statutory requirements for inclusion 
standardized food are that the proposed action, if 
honesty and fair dealing in the interest of consun 
“reasonable.” \ surprisingly large number of | 
themselves in food-standards problems sometime 
interest and at other times with no apparent interest—-have mem: 
the first quoted phrase and toss it around rather freely whenever a 
remote opportunity is afforded them, with little, if any, understanding 
of its real meaning Most of these seem to forget that the sentence 
which contains their pet phrase also contains the word “reasonable 


That word is equally important in the law, as all lawyers know 


Food additives may at times be considered for a certain use where 
it might well become difficult to furnish a detailed bill of particulars 
as to the direct and demonstrable consumer interest. When it is re 


called that the basic objective of Section 401(a) 1s food honesty, it is 


apparent that the primary consideration in any proposal should be 


121 USC Sec. 3%41(b), and following 
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that such inclusion will not serve to violate any adulteration provisions 
of the Act, particularly the economic-adulteration provisions. Other 
legitimate considerations in the exercise of this authority, such as 
promoting reasonable uniformity of identity (thus, indirectly, fairer 
methods of competition), usually do not. have a direct bearing on con 
siderations of suitability of food additives. 


Therefore, when it has been demonstrated that the substance, as 
proposed to be used, will not serve to violate any of the adulteration 
provisions of the Act and that some useful purpose is served even 
though the benefits be only to the manufacturer, the statutory criterion 
is ordinarily met, in my opinion. Under circumstances of no detriment 
to consumers but of some benefit to the manufacturer, it would be 
unreasonable to exclude such an ingredient. Therefore, the approach 
should not be “what benefit would consumers derive if the proposed 
use were permitted?” but, rather, “will the proposed use serve any 
useful purpose?” Determination of usefulness in answering this ques 
tion should necessarily include consideration of the manufacturers’ 


interest if the resulting action is to be “reasonable.” 


An academic debate of the correctness of these statements of 
statutory criteria might necessitate some refinement. However, there 
is no present occasion for such a debate, since that is about the way it 
has worked out in the practical administration of the Act where ques 
tions of safety have not been involved. It has been quite a different 
story where such questions have been involved. However, then the 
disagreement has not been over these statutory criteria, but rather on 
issues raised by the relevant provisions of Sections 402(a)(2) and 


406(a), as discussed above. 


Procedure in Qualifying Food Additive for Use 
in Standardized Food 


Proposed inclusion of food additives in standardized foods come 
up for consideration in two ways: They may be proposed as optional 
ingredients when the basic standard is promulgated, or on petition to 
amend an existing standard. The latter is the more common. As 
time goes on, the occasion for such amendments will increase in direct 


proportion to the technological advancement in the area of standard 


ized foods. More and more petitions for amendments of this character 
may, therefore, be expected in the future. A review of procedural 
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experience, to date, under the Hale Amendment is thus in order and 
timely. 

The streamlined procedures of the Hale Amendment appear so 
far to have worked out as was expected. While administrative action 
may not have come as promptly on each petition as the applicants 
would have liked, the experience of informal procedures in discussing 
problems and questions raised by the petition, and their disposition, 
has proved eminently more satisfactory than parallel efforts under 


the prior formal and costly procedures 


The government, too, seems to have found this amendment helpful 
in its administration of this part of the Act. This is implicit in a state 
ment made by George P. Larrick, Commissioner of Food and Drugs, 
to members of the Association of Food and Drug Officials at their 
meeting in New Orleans this spring. In reviewing administrative 
activities with these state officials, Commissioner Larrick said: 

Under the Hale Amendment, simplifying the food standards procedures, we 
have progressed smoothly, amending a number of standards petitioned by the 
industry and deemed to promote honesty and fair dealing in the interest of 


consumers 


It is most fortunate that this streamlined procedure came just at a time 


when our food standards work had to be curtailed as far as man-hours—but not 
interest—was concerned, for we have never wanted to delay changes that would 
be in the public interest 

While the procedure prescribed by the Hale Amendment has 
worked rather smoothly, some questions have suggested themselves 


which should, in its practical administration, be noted and considered 


Form of Proposal 


Once the conclusion has been reached that a proposal to include 
the food additive under consideration in the standardized food can 
be supported by showing that the statutory criteria will be met, the 
first consideration is the form of the proposal to be submitted with 
the petition for an amendment. Questions have been raised whether 


this should be “in general terms” or specifi 


It will be recalled that the prior procedure required that notice 


of a hearing to issue, amend or repeal a regulation set forth the pro 


posal “in general terms.” These words were intentionally omitted 


from the parallel provisions of the Hale Amendment. This provides 
that any such action “shall be begun by a proposal made” either by 
the “Secretary of his own initiative” or “by petition of any interested 
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person.” There was a reason for omitting the words “in general 


terms” from this sentence 


It had been contended that in view of the phrase “in general 
terms,” the former procedure required that proposals be confined to 
generalities and that the practice of quite spec hie proposals, as adopted, 
was not consistent with statutory requirements. However, experience 
had abundantly demonstrated that specificity was highly desirable 
both from an industry standpoint and from the government's stand 
point. Industry, particularly, much preferred the specificity of the 
proposals that were issued under the old law. Since such had been the 
practi al experience in the administration of that old law, the drafters 
being mindful of the question as indicated, dropped the words “1 
general terms” in order to eliminate all doubt about the form of the 


proposal 


\pparently, a new doubt has been created by the elimination of 
the first one. The question has now been raised as to whether the 
legislative history of such deletion implies a requirement of sucl 
specificity that if a proposal were adopted in the form submitted, it 
could be inserted verbatim in the Code ol Federal Regulation . \s 
one who participated in all of the deliberations in the drafting of the 
Hale Amendment, I have no hesitancy in saying that there was no 
intent on the part of anyone to demand such specificity. Indeed, if 
proposals were cast in the language of final regulations as prepared 
for codification, they might well prove so ambiguous to many readers 


of the Federal Kegqister that they would cease to be informative 


\ll this law requires is that a proposal be sufficiently specific that 
anyone reading the standard sought to be amended with the proposal 
before him will know exactly what changes are proposed. Interested 
parties, as well as the Secretary, are entitled to such specificity, but no 
greater specificity should be required. By way of examples, there 
may be cited two proposals published under the Hale Amendment: 
the one proposing that monosodium glutamate be specified as an op 
tional ingredient in the standards for various canned vegetables and 
the other that glucose sirup be specified as an optional ingredient in 
each of the standards in which corn sirup is now specified. The former 
proposed amending of four sections of the Code of Federal Regulations 
and the latter proposed amending 27 sections. It is apparent that if 
such a proposal were to be published in the formal code language, it 
could prove so confusing that interested parties might well have con- 
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The 


form in which they were published was quite informative to anyone 


siderable difficulty in determining precisely the changes proposed 


familiar with the subject matter of the proposal 


These considerations Ssugyvest the rule of thumb that a prop sal 


be sufficiently clear so that both the Secretary and others who have an 


interest in the subject matter of the proposal can readily determine 


' 


what is proposed, by reference of the proposal to the provisions of the 


regulations proposed to be amended. In the case of initial and basi 


standards, it should follow the pattern of proposals issued under the 
proy 


old proe edure 


Scope of Proposal 
Lhe examples of the proposals just mentioned illustrate also 
another point L'nder the Hale Amendment, the Secretary may entet 


| 
ola irye number 


tain a single proposal suggesting the amendment 


of regulations. Indeed, there is no limit to what may be included in 


a proposal as long as it has to do with the promulgation or amendit { 


of regulations authorized by Section 401(a), and meets the spe 
indicated This is implicit in the informal phases of the pre 


pros edure 


The procedures under the Hale Amendment will 1 
formal aspect unless and until objections to the order are filed 


that point common sense should dictate specific procedure on the ba 
of the specific factual considerations involved. This rules out formal 


ties which may prove an impediment to a practical consideration and 


solution of questions raised by the proposal. The Secretary may seek 


information, clarification and guidance in whatever manner he deem 


most helpful in settling questions raised by the Kperience 
to date indicates that such is the administrative ; onside 


ing proposals fled under the Hale Amendment 


Sufficiency of Petition 


Of the 14 petitions filed to date under the Hale Amendment, only 


one has been rejected. This was a petition to amend the cheese stand 


ards so as to specify a certain antimycotic preparation as an optional 
ingredient in a number of standardized cheeses. The stated grounds 
for the rejection were, in substance, that the Secretary lacked the 
authority to take the requested action, since the proposed food addi 


tive fell in the category of a “poisonous or deleterious substance” and 
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its addition to cheese was not “required” (no claim of necessity having 
been made in the petition), wherefore a cheese to which it was added 
would be adulterated, even though the amount of the substance present 
would not be sufficient to render the cheese dangerous to health. 


In addition to the questions of statutory criteria for use of such 
substance, referred to earlier, which are inherent in this statement of 
grounds of denial of the petition, the action raises a specific procedural 
question under the Hale Amendment. In considering this application, 
the Secretary found, on the basis of information before him, that the 
specified substance for the proposed use fell in the class of substances 
contemplated by Sections 402(a)(2) and 406(a) of the Act. He denied 
the petition because the statutory criteria there prescribed had not 
been met. This administrative action suggests the general conclusion 
that if the proposed food additive is of a character where statutory 
criteria other than those prescribed in Section 401(a) are required to 
be met, these must first be established before a petition to amend the 


standard is filed. 


Petitioner's Remedy in Event of Disagreement with 
Administrative Disposition of Petition 


An important question which has been raised quite seriously, 
particularly by students in classes conducted under the auspices of 
The Food Law Institute, is with respect to the remedy available to a 
petitioner when the Secretary arbitrarily refuses to act on a petition, 
or rejects it on grounds deemed inadequate or unlawful by the peti 
tioner. Certainly it was never intended to carry informality of pro 
cedure to a point where the Secretary could, willy-nilly, “sit” on an 
application, or deny it for no reason other than that he found it per 
sonally unacceptable. It would seem that the Secretary’s arbitrary 
action or refusal to act on a petition should be subject to judicial review 
by virtue of the following provisions of Section 10 of the Administra 
tive Procedure Act (5 USC Sec. 1009): 

Except so far as (1) statutes preclude judicial review or (2) agency action 
is by law committed to agency discretion 

Every agency action made reviewable by statute and every final agency action 
for which there is no other adequate remedy in any court shall be subject to 
judicial review 

The judicial-review provisions of the Hale Amendment are carried 
forward from Section 701 of the Act by incorperating them by refer 
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ence. These are by statute restricted to a review of the Secretary's 
“order.” The order there contemplated is the final administrative 
action upon issues raised by exceptions filed to proposed action by 
qualified parties. Therefore, administrative malfeasance or nonfeasance 
(an appropriate designation from the standpoint of an aggrieved peti 
tioner) is not “made reviewable by statute” within the meaning of that 


term as used in the quoted provisions of the Administrative Procedure 


Act. However, it may, nevertheless, be regarded as a “final agency 


action for which there is no other adequate remedy in any court 


Such action certainly should be reviewable. The effects from it 
are to deprive the petitioner of a market for his product in the area of 
the standardized food. This is a deprivation of an important property 
right. That such foreclosure of a market is an invasion of a right is 
implicit in the holding of the Staley case? and in the discussions by 
the court in United States Cane Sugar Refiners’ Association et al. 7 
McNutt, etc.,* where it distinguishes the case before it from the Staley 
case. It seems that judicial review, under whatever tag, should be 
available to determine whether the final agency action resulting in such 
deprivation was reasonable or lawful 


In this connection note is taken of the Cook Chocolate case * and 
of the scholarly and informative article *® on this general subject by 
Selma M. Levine (then a member of the legal staff of the Food and 
Drug Administration) in discussing this case. Miss Levine effectively 
disposes of the Cook Chocolate case but, regrettably lor present pur 
poses, concludes her article by merely asking our questions rather than 
answering it. She says 


The broad question, still unanswered, is the 


agencies will be required by judicial orders, at the im 
institute proceedings under their respective statutes 
adjudicatory. More particularly, can the Administrator 
under Section 701(e), to call a public hearing whenev 
new regulations is filed, no matter how imsufficient he 


allewatior ~ ! the petition 


It would seem that the answer to the question whether action on 

a petition to issue or amend a regulation may be compelled should be 

in the affirmative whenever a sufficient showing can be made on the 

basis of the allegations in the petition, and the data submitted in 

A. BE. Staley Manufacturing Company 1 *Cook Chocolate Company + Miller, et 
Secretary of Agriculture and Federal Se al., 72 F. Supp. 573 (DC D. of C., 1947) 

curity Administrator, 120 F. (2d) 258 *4 Food Drug Coametic Law Quarterly 


(CA-7, 1941) 172 (June, 1949) 
7138 F. (2d) 116 
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support thereof, that a market for the petitioner's ingredient has been 


closed to him unreasonably or unlawfully 


Present limitations of time and scope do not permit a more ex 
tended exploration of this most important question. It is hoped that 
someone will, at some future date, undertake to elucidate and elaborate 
in a paper restricted to this subject. Further enlightenment on this 
particular phase of the procedures under the Hale Amendment is 
clearly indicated. However, this question may well remain academi 
as long as applications are handled by the Secretary as they have 


been so far 


Statements of Views 


\fter the Secretary has published a proposal, “all interested per 
sons’ may “present their views thereon, orally or in writing.” This 
step in the procedure is still quite informal. This contemplates etfe: 
tive means whereby the Secretary may become fully informed on the 
questions raised by the proposal. All comments, both oral and written, 
are intended solely for the enlightenment of the Secretary (Anyone 
may tell him anything he wishes. However, in acting on a proposal, 
the Secretary is not restricted to the information which is submitted 
to him either with the petition or as comments from interested persons 
The informality of the procedure implies that the Secretary may act 
on the basis of such knowledge as he has in fact, from whatever 


SsOoOUTCES 


In reviewing the applications filed to date, we found a communica 
tion from a party with no readily apparent interest in the proceeding 
in which he complained, among other things, of the lack of information 
available and that, in the absence of formal public records as before 
it was difficult to judge the reasonableness of the proposal. It should 
be emphasized in this connection that the object of streamlining the 
procedures was not to educate those who are ignorant on the subject 
under consideration but who wish to inject themselves in the pro 
ceeding, but only for the benefit of those who are informed in the field 
(as persons having legitimate interests are bound to be) and for the 
particular enlightenment of the Secretary himself. The procedure 


contemplates consideration of the petition by the Secretary. This, of 


course, includes his whole staff. The law assumes a reasonably well 
informed Secretary who may act on the basis of all he and his staff 
know in fact and the information submitted to them. There is time 





8&3 
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/ 


enough for restricting action to record evidence as, when and if con 


troversial issues are properly raised. Therefore, there should not be 


insistence on an elaborate and detailed recital of factual informatior 
which is well known to, and understood , the Secretary and those 
familiar with the field of contemplated actio ! in insistence 
| deteat the very purposes of the 
prove that which il 


‘“Adversely Affected’ Parties 


1 
llows obiection © 


on who would be 
It should 
restricted 


ste ra pel SOT 


the expectatio mly persons who could 1 

of a final order after formal hearing should be 
hearings by filing objections to the initial ord 
why a person should be permitted to file obiectre 
entitled to judicial review of the Secretary 


raised by the objections filed 


It is hoped that, in the practical administration of 
\mendment, the Secretary will construe this section strictly 
manner consistent with the interpretation of that term as 
Section 701(f)(1) of the Act. There can be no harm in expressing the 


hope that he will do so consistent with the judicial interpretation in the 


United States Cane Sugar Refiners’ Association case and an extension of 
that holding to the factual situation of Reade v. Ewing,’ a case decided 
at a later date by the same court, in which it declined to follow the 
suggested extension of the former case 


In the former case, the court said, in part 


It is inevitable that such regulations as these will affect i ne wa w another 
a large number of persons. In a sense they “affect” the public at large for whi 


*CCH Food Drug Cosmetic Law Reports 
* 7261, 205 F. (2d) 630 
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benefit they are promulgated. It is to be expected that this effect may be thought 
to be “adverse” by a lesser, but still large number of persons not engaged in 
making or selling the standardized product. It is, however, inconceivable that 
Congress intended to permit all persons who could show a remote and uncertain 
likelihood that the regulations would injuriously affect the market for their 
produce to file petitions to review merely because they decided that they had 
been, or might possibly be, put in danger of that. In order to prevent such 
obstruction to the orderly administration of the statute by virtually unlimited 
petitions to review, it is necessary that the class of petitioners who have “stand 
ing to sue” be confined to those who can show some direct adverse effect trace 
able with reasonable certainty to the regulations promulgated 

This appears to be in furtherance of, and entirely consistent with, 
the purposes of the judicial-review provisions of the Act. However, in 
the Keade case, the petitioner anticipated this holding by alleging, 
among other things, that he and his family were consumers of oleo 
margarine—the food product under consideration—and that he was 
entitled to maintain this petition as a consumer. The court accepted 
this argument. It held that the petitioner was “adversely affected” 
asaconsumer. The gist of the support of this view is in the following 
sentence of the opinion: 


As we have also said elsewhere, Congress, by authorizing certain persons 
within a described class—here those “adversely affected”—to bring actions to 
restrain such officers from transcending their statutory authority, validly creates 
a class of “private Attorney Generals” to vindicate the right of the United States 


against its wrongdoing officer 

If that be the correct meaning of the words “adversely affected,” 
then the limits of chaotic and extended delays through judicial review 
can be fixed only by the limits of the energies and industry of a person 
whose selfish interests are served by harassment and delay. Under 


this interpretation it is only a question of how many consumers a 


party desiring to profit from delays is able to induce to file petitions 
for judicial review in their respective jurisdictions, or objections under 
the Hale Amendment. With all due respect to the court, the Reade 
decision must be regarded as inconsistent with the basic considerations 
of the judicial-review provisions of the Act and even more so with the 
spirit and objectives of the Hale Amendment, as revealed by its over 
all legislative history. There is nothing about these regulations which 


requires policing and enforcement by millions of “private Attorney 
Generals.” The Government ably, though unsuccessfully, demon 
strated this in its brief filed in the Reade case. The argument in the 
government's brief should prove quite persuasive to the Supreme 
Court. This question should be taken to the Supreme Court for deci 


sion at the earliest possible opportunity. 
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Miller Amendment 


The Miller Amendment to the Federal Food, Drug, and Cos 
metic Act’ singles out for special and different regulatory treatment 
food additives which are “economic poisons” and are used in the 
“production, storage, or transportation of raw agricultural commodi 
ties."" These are designated “pesticide chemicals.” 

A “pesticide chemical,” intended for one or more of the specified 
uses, which is “poisonous or deleterious” or “is not generally recog 
nized as safe” by qualified experts for the proposed use, may not be 
so used unless and until the Secretary of Health, Education, and Wel 
fare has issued a tolerance or an exemption from a tolerance upon a 
finding that the use of the substance, as proposed and in the amounts 


fixed, will not constitute a health hazard, and until the substance has, 


thereafter, been registered as an economic poison by the Secretary of 


Agriculture under the Federal Insecticide, Fungicide, and Rodenticide 


Act.* 


Outline of Procedure 


The practi al pro edures followed in meeting these pertinent statu 


tory requirements are ordinarily as follows 


(1) A “petition” is filed with the Secretary of Health, Education, 
and Welfare, requesting fixing of a tolerance or an exemption from a 
tolerance, as the case may be 

(2) Simultaneously, an “application” is filed with the Secretary of 
Agriculture for registration of the food additives as an “economi 
poison.” 

(3) Usually, but not necessarily, simultaneously with the filing 
of the application for registration of an economic poison, there is also 
filed a request, addressed to the Secretary of Agriculture, for certifica 
tion to the Secretary of Health, Education, and Welfare that the 
substance under consideration is “useful for the purpose for which the 
tolerance or the exemption from a tolerance is sought,” which request 
is required, by regulation, to be accompanied by a copy of the petition 
for the tolerance or the exemption from a tolerance 

(4) The Secretary of Agriculture will not act on the request for 
a certificate of usefulness unless and until he has been informed by 
the Secretary of Health, Education, and Welfare that a petition for a 


tolerance or an exemption from a tolerance has been duly filed. There 
' Pub. L. 518, 83d Cong., 2d Sess 
*7 USC Sec. 135-135(k) 
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upon, the Secretary of Agriculture will issue a certificate of usefulness, 
provided the information before him establishes that the use of the 
substance as described in the petition for a tolerance, including the 
quantities proposed, does, in fact, meet the criteria of “usefulness” 
implicit in the law and spelled out in some detail in the regulations 


With the certificate of usefulness. the Secretary of Agriculture 


required further to submit “an opinion, based on the data before hin 
whether the tolerance or exemptions proposed by the petitioner reaso1 
ably reflects the amount of residue likely to result when the pesticid 
chemical is used in the manner proposed for the purpose for which t] 


certificate 1s made.” 


(5) The secretary of Health Education and \Welfare w 
formally consider a petition for a tolerance or an exemption fro 
tolerance unless and until a certificate of usefulness has been received 
L-pon receipt of such a certificate, the petition is formally considered 
on the basis of the information submitted therewith and the op 


received from the Secretary of Agriculture. Thereafter, the Secretary 
of Health, Education, and Welfare, by order, issues a regulation either 
establishing a tolerance (which could be “at zero level”) or exempting 


the substance from the necessity of a tolerance 


/ 
/ 
- 


(6) When the order by the Secretary of Health, Education, an 
Welfare, establishing a tolerance or an exemption from a tolerances 
as the case may be, has become final, the Secretary of Agriculture 
register the substance as an economic poison, provided its labels ane 
labelling are consistent with such order and also meet the requirement 


of the Federal Insecticide fungicide and Rodenticide Act 


It is readily apparent from this outline of procedure that the 
pertinent provisions of the Miller Amendment regulating this class 
of food additives is a significant departure, both substantive and pro 
cedural, from the basic philosophy of the provisions of Sections 402 
(a)(2) and 406, The procedure prior to formal, record disagreement is 
just as informal as is that under the Hale Amendment 


“Pesticide Chemical" 


In considering the use of a food additive which falls in this general 
category, one must first determine whether it is a “pesticide chemical,” 
within the meaning of that term used in the Act. The statute defines 
this term as: 








FOOD ADDITIVES 


the ke leral Insecticide 


and whicl 


agricultural commoditi 


This requires a determination of the meaning of the term “eco 
nomic poison” as used in the Federal Insecticide, Fungicide, and Ro 
denticide Act, and of the term “raw agriculture commoditic 
in this definition 


\n ecconom potson Is there defined é 


r mixtu 


this definiti 
proposed food additis 
issued Hy the 


(Any substance used for the purposes 
poison no matter on what and where used « 
such use on /iving man or other animals. The word ing 
cant. and is intende draw the li | iti vetween drug 
and nondrug uses of a substances 


econo! 


particular 
ntended to be used «i 
purpose whatsoever where the object 
prevent the deve lopn ent of, any ot the pests or organis Ss mentiones 


son’ includes m: ubstance 


Obviously, the term “economic po 


which are not “pesticide chemicals Only those economic poisor 


which are intended to be used for any of the specified purposes ot 


aw agricultural commodities” are “pesticide chemicals 


“Raw Agricultural Commodities’’ 
The term “raw agricultural commodities” sets apart those food 


additives intended for the specified uses which are required to be 


* Interpretation No. 3 to the regulations 
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qualified under the Miller Amendment as outlined. Therefore, its 
application to specific commodities becomes highly important. The 
Secretary has issued an interpretative regulation in which he has in 
cluded a list of examples of commodities considered by him to be 
included in the term.’® Whether this list or any future additions will 


prove controversial remains to be seen. It could be. 


At the present time, the manufacturers’ interest suggests a very 
liberal construction of this term. The reason for this is that both the 
substantive and procedural provisions of the Miller Amendment make 
it much easier to qualify a food additive for use in a “raw agricultural 
commodity” than for use in foods which do not fall in that class, since 
the latter have to be qualified under the much stricter requirements 
of Sections 402(a)(2) and 406, as earlier indicated. Therefore, this 
speculation as to likely future regulatory disputes is timely. This ts 
particularly indicated by practical experience under a similar term as 
used in the Interstate Commerce Act. Note should be taken of pro 
ceedings under that act in considering the meaning of the term “raw 


agricultural commodities” under this Act. 


\ terrific ruckus has developed between the Interstate Commerce 
Commission and upwards of 60 railroads and trucking concerns, on 
the one side, and the Secretary of Agriculture and many trucking 
concerns and other interested producers, on the other, over the so 
called “agricultural” exemption of the Interstate Commerce Act. An 
examination of the resulting litigation will provide at least an inkling 
of what there may be in store for those who will have to determine 
the meaning of the term “raw agricultural commodities” as used in 
the Miller Amendment. The disputes referred to have come before the 


courts in two cases. 


The first of these is /nterstate Commerce Commission v. Allen FE 
Kroblin, Inc., 113 F. Supp. 599, aff'd, 212 F. (2d) 555, cert. den., 75 S. Ct. 
49 (October 14, 1954). This action was brought in the district court by 
the Interstate Commerce Commission, which sought to enjoin the 
defendant from transporting New York dressed and eviscerated 
poultry in interstate commerce without a certificate of public con 
venience and necessity. The defendant claimed that it was not required 
to operate under such a certificate because its transportation of these 
commodities was exempt from these requirements under the exemp 
‘agricultural commodities.” The Secretary 


‘ 


tion provisions relating to 





” 21 CFR Sec. 120.1(e) 
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of Agriculture filed a brief amicus curiae supporting the defendant's 
contention. 

The section in the Interstate Commerce Act under which exemp 
tion was claimed provides 

(6) Motor vehicles used in carrying property consisting of ordinary live 
stock, fish (including shell fish), or agricultural (including horticultural) com 
modities (not including manufactured products thereot) [49 USCA Sec 
303(b)(6). 49 Stat. 543, Sec. 203(b)(6).] ” 

In considering the issues thus raised, the court characterized the 
case as being “but one engagement of a much larger battle.”” It pointed 
out that “the controversy has largely resolved [sic] around the matter 


of the exemption in favor of commercial truckers engaged in hauling 


farm and other commodities” and not the “exemptions in favor of 
farmers who use their own trucks to haul their produce to market 
and in hauling supplies to their farms.” The basic question thus 
raised in this “engagement” of the “larger battle” was whether 
dressed poultry was an “agricultural commodity” or “a manufactured 


produc t thereof.” 


The parties had stipulated that New York dressed poultry, accord 
ing to industry practice and understanding, is poultry from which the 
heads and feathers have been removed, and sometimes the feet, and 
that eviscerated poultry is poultry from which, in addition to the 
heads, feet and feathers, also the entrails, livers, hearts and gizzards 
have been removed and cleaned, and all of these except the entrails 
wrapped and placed back in the carcass. The parties also agreed that 
live poultry, as they left the farm, were “agricultural commodities,” 
but disagreed that when processed as stipulated they continued to be 
such. 


The trial court held that poultry dressed as stipulated was an 
“agricultural commodity,” and not a “manufactured product thereof 
Its decision was accompanied by a very extensive and scholarly opin 
ion in which the court considered at great length the legal, legislative 


and industrial realities involved in the case 


On appeal, the United States Court of Appeals for the Eighth 
Circuit affirmed the court below and, in doing so, expressly adopted 
the trial court’s opinion and reasoning in a short opinion. Certiorari 


was denied.” 
" The difference in the section numbers provisions are identified by the statutes 
between the code and the statute should be section number, 203(b)‘6) 
noted In the legislative history, as well Cited above 
as in the opinion of the trial court, these 














PAGE 790 FOOD DRUG COSMETIC LAW JOURNAL—-NOVEMBER, 1955 


While all this was going on, there was a second “engagement” 
vi apparently much larger proportions, yet a part of the same “battle.” 
This culminated in the case of Frozen Food Express v. U. S. and Inter 
state Commerce Commission, heard in the District Court of the United 
States for the Southern District of Texas, Houston Diviston, by a 
three-judge panel, and decided on January 26, 1955. This was an 
action attacking the validity, and seeking to restrain the enforcement 
of, an order issued by the Interstate Commerce Commission against 
the plaintiff Frozen Food Express. The order involved was issued 
on complaint filed with the commission on December 23, 1953, by a 
competing carrier, charging that Frozen Food Express “was and had 
heen engaged in transporting fresh and frozen dressed poultry, and 
fresh and frozen meats, and meat products for hire” without authori 


zation by its certificate of convenience and necessity." 


The commission found that none of the commodities specified in 
the complaint before it were within the “agricultural” exemption of 
the act, and therefore ordered Frozen Food Express to cease and 
desist from the unauthorized activity of hauling these commodities. 
The action in the Texas district court was to stay enforcement of this 
order, The Secretary of Agriculture intervened, calling himself “in 
tervening plaintiff,” and joined in the attack on the order as unlawful, 


and in the prayer for a stay of enforcement. 


There was considerable additional background activity to this 
case, as appears from the court's consideration of a second action con 
solidated with the first, brought by the same plaintiffs attacking a 
commission “report” on the ground that it was capricious and un 
reasonable, and constituted an abuse of discretion and a violation of 
the commission's statutory powers, and praying that the commission 
and the United States be enjoined and restrained “from enforcing or 
recognizing the validity of such a report.” This action was dismissed 
as not reviewable by the court. The case was therefore heard, on the 
merits, only on the review of the cease-and-desist order reviewed by 
the court; hence the decision is restricted to the commodities specified 


in that order. 


The background of administrative activities culminating in this 
litigation serves to clarify the issues, In 1948 the Interstate Commerce 


“One wonders whether any significance months after the district court decision in 
should be attached to the date of this com the Kroblin case, but while that case was 
plaint, since it was filed within about five pending on appeal 
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Commission commenced an investigation to determine administra 


tively the meaning of the term “agricultural commodities (not 


including manufactured products thereof).”” After conclusion of this 
so-called “investigation,” the commission issued its report dated 
April 13, 1951, entitled “Determination of Exempt Agricultural Com 


modities * In this report the commission announced its administra 
tive definition of that statutory term, and included as a part of it a 
large list of examples of commodities which were considered by it 
to be “agricultural commodities” and those which it considered to be 


ek oe 


plaintiffs including the 


“manufactured products thereof.’ The 
retary of Agriculture, challenged the correctness of that list in thet 


court attack of the report as indicated, The Secretary of Agriculture 


submitted with his complaint a list of items of his own which he 


claimed were improperly listed as nonexempt commodities in the com 


mission's report. That list included, among others 


poultry, tres! 


The commissior definition 


nonexemprt 


j 


Other items in dispute are irrele 
the dismissal of the action which placed the co 
However, these t vo items are pert nent to the de 
this case because their status was placed in 


the court to *VICW as indicated Several inter’ 


cerns and ome OO railroad companies supported the 
listing \rmour & Company intervened urging, 11 
item — (] slaught red meat animals at d Ire h meats 

listed as nonexempt but that item “(2 dressed and cut-up 
fresh or frozen, was not 


In defending the listing of these items, the commission urged 


that the court disregard the Aroblin case, and dismiss the complaint 
This request was rested on the argument that the only question before 
the court was one of the adequacy of the evidence before the commis 
sion to support its administrative findings of fact that each commodity 
fell in the category as listed. It was urged this was a factual question 
supported by testimony in the nature of “expert opinion,” and hence 
not reviewable. The court disagreed. It did review the commission 


Reports Motor Carrier 
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action with respect to the two groups of commodities which were 
placed in issue by the review of the order before it. 

In reaching its decision, the court took note of the Kroblin case, 
agreed with the conclusion there reached, and concluded by saying: 
“It is sufficient to state that we agree with those conclusions as to 
fresh and frozen dressed poultry.” However, the court did not agree 
that slaughtered meat animals and fresh meats were exempt, thus 
holding, in effect, that these are no longer “agricultural commodities,” 
but have become “manufactured products thereof.” 

It is interesting to note in this connection that the commission’s 
list of recognized exempt commodities includes “trees which have 
been felled and those trimmed, cut to length, peeled or split, but not 
further processed.” The same processing of the cow, in the opinion 
of the commission and the court, renders it “a manufactured product 
thereof.”” One can only speculate as to the basis for this distinction 
between trees and cows—possibly because the latter can walk and the 
former cannot. However, it points up the difficulties in applying the 
term “agricultural commodities” to specific cases 

While these “engagements” of the “much larger battle that has 
been raging for many years” were carried on, along came the Miller 
\mendment, apparently reflecting unawareness of this battle, and 
added the word “raw” as a prefix to the very words which are the 
center of the battle, which is still raging. This may well serve to start 
a new battle over the question of whether the final results of the old 
battle are decisive of anything under the Miller Amendment, that 
is, whether those decis ons are controlling in the interpretation of these 
same words with the added prefix “raw.” The background situation 
certainly contains all ingredients conducive to such a new battle 

For example, the Aroblin case turned, in part, on the legislative 
history. Considerable significance was attached to the fact that, as a 
result of criticism, the word “unprocessed” was deleted from the term 
“unprocessed agricultural products” so as to make clear that “only 
manufactured products” of agricultural commodities would be ex 
cluded from the exemption. The result was the phrase “agricultural 
(including horticultural) commodities (not including manufactured 
products thereof).” 

The word “processed” was included in the committee reports ac 
companying the Miller Amendment" in identifying the groups of 


“™S Rept. 1635, 83d Cong., 2d Sess., 
H. Rept. 1385, 82d Cong., 2d Sess 
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commodities intended. The word does not appear in the statutory 
definition. However, this definition expressly includes examples of 
processing which shall not serve to remove the commodity from the 
intended class. On the other hand, the committee reports also include 
lists of examples of processing, including freezing, which it is stated 
would serve to take the commodity out of the intended class. The 
reports state further that the intended class is “food in its raw or 
natural state as usually purchased by the consumer of the food 
processor.’ 

The court has held that frozen chicken is an “agricultural com 
modity.” The committee report would indicate that it 1s, however, 
not a raw agricultural commodity. Is such poultry, “as purchased by 
the consumer,” in a “raw state” or does it only become “raw” again 
after the consumer has subjected it to the further “processing” of 
thawing’? Surely it will not be claimed that thawed chicken 1s not 
“raw.” Then how does freezing serve to delineate between raw and 
notraws: 

From this it would seem that the possibilities for “engagements” 
in the new “battle” over an old issue are almost unlimited Che op 
portunities for exploiting these possibilities will be determined largely 
by the administration of the Act. Whether this issue will assume the 
magnitude and importance that it has under the Interstate Commerce 
Act will depend largely on the extent of developme nt of disagreements 
over the administrative application to specific commodities of the term 


‘raw agricultural commodities.’ 


All of the loregoing 1s but an outline of the trials and tribulations 
which beset an industry in the business of qualifying substances tor 


food uses, that Is, aS “food additives a | The End | 


© THREE DYES REMOVED FROM “APPROVED” LIST ¢ 


Ihe Food and Drug Administration, on November 16, 19 i 
nounced removal t three videly used coal-tar lyves from the 
approved coloring material! vhich mav be added t food 1 hye 
effective YO day fter publication in the federal Register, w ‘ 
the secretary ol Healt! kd ication and Welfare ndet 
the Federal Food, Drug, and Cosmeti Act The iw require that 


colors be certihed as c« mi} letely harmles 


Commissioner of Food and Drugs George P. Larrich uid that 
three colors involved are harmless in the amount limar 
in foods, but recent scientific investigation ha hie n that they a 
harmless when taken in large amount Ihe colors are FD&C Ora 


No. 1, FD&C Orange No. 2 and FD&C Red No. 32. Manufacture 


the colors may label and sell them tor external dru and cosmet 











Administration and Enforcement 





of State Food and Drug Laws 


7. kisenhower administration has committed itself from the out 

set to a policy of restoring control of local problems to state and 
local authorities wherever this can be effectively accomplished. This 
policy of the national administration has been recognized by the Food 
n a speech of Mr. Charles W. Crawford 
then Commissioner of Food and Drugs, before the annual conference 
of the Association of Food and Drug Officials of the United State 
held in Des Moines, lowa, on May 20, 1954 


and Drug Administration 


Before any decision can be made by the tederal vyovernment or the 
transter of any control now exercised by the federal government t 
state and local governments, the administration must assess whether 
the public interest can be effectively served by transferring such cor 


trol of local food and drug problems to state and local authoritu 
\s a starting point, the Secretary of Health, Education, and Welfare 
appointed a citizens advisory committee composed of the most out 
standing protessional and business leaders in the food and drug 

dustry to survey the current status of FDA This report of the 
citizens advisory committee on the Food and Drug Administration ha 
been made public recently, and its information and conclusions ir 


of great interest to every food and drug lawyer 


To determine the extent to which the states could assume a pro 
portionately larger amount of responsibility in the food and drug field 
depends, in the first instance, on the adequacy of state laws The 
Administration has assisted in the drafting of a model law entitled 
“Uniform State Food, Drug and Cosmetic Bill.” The Association of 
Food and Drug Officials of the United States—the association of state 


794 


By BENJAMIN F. STAPLETON 





The Writer, a Member of the Colorado Bar 
Who Practices in Denver, Delivered These 
Remarks Before ABA's Division of Food, 
Drug and Cosmetic Law at Its 1955 Meeting 


otheials charged with the responsibility of administering enforce 
the state food and drug laws-——in 1939 urged states to revise their law 
to harmonize with the 1938 Federal Food, Drug, and Cosmetic Act 
and in 1940 endorsed the model law In the 15 vear ince 1940, 16 
states have enacted the model bill substantially as endorsed, while | 
states retain old law vhich are largely patterned ifter the 1906 Wales 


1 | 


food and drug Act The remaining 14 states have enacted pat 
all, of the model bill 


In addition to the work of the citizens advisory comm the 


Division of Program Planning of FDA conducted a survey of the 


administration and enforcement of state food and drug law 19 
‘The \dministration seeks to cooperate with ase 

of state departments, boards and commission 

ments of agriculture, 27 departments of 

pharmacy Understandably, the information obtained from 

vey, based on the various state laws and received from the 
boards, departments and commissions, was difficult to tab 
analyze The results of the survey have never, therefore 

lished The survey did reveal, however, what w: 

that there is wide variation in interpretation, ad: 


forcement ol the Various state law + 


Report of the Clitizer Advisor Cor j d ‘ d cosmetic sec 
mittee on ood and Drug Administra ct Alabama anc 
tion ‘(June 1955) p 73 Maine and \ i d o1 the cosmeth 
Oregon ive ' ads the food section 
of the mod yl owa has enacted the tepor ted footnote 
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In preparing this paper for the food and drug division of the 
American Bar Association, a questionnaire was drafted, with the as 
sistance and cooperation of Mr. R. L. Horst, Chief of Denver District 
of FDA, to elicit further information from state officials. Since it was 
sent to state officials without official sanction, it was necessary to restrict 
the scope of the questionnaire in the hope that the answers would not 


be too burdensome for busy state officials 


Returns Received from 34 States 

The response of state officials in returning these questionnaires 
was most gratifying, inasmuch as returns from 34 states were received 
and are made a basis of this report to the food and drug division of the 
American Bar Association. One should also compliment the pains 
taking effort and diligence of these officials across the country who 
sent in such helpful and complete answers to this questionnaire. In 
fact, the total material amassed is so voluminous that this paper will 
necessarily report onlv special aspects of the problems which are in 
volved. The response, of course, is a tribute in no small measure 
to the prestige which the food and drug division of the American Bar 
Association and its chairman, Mr. Charles Wesley Dunn, have achieved 
throughout the United States 

\lthough the questionnaire was not answered by 14 states, it is 
significant in analyzing the replies received to report that of the 17 
states having a population of over 3,000,000, only three states—Penn 


sylvania, Indiana and Wisconsin—did not return such questionnaires 


Uniformity of Laws Still Only a Goal 


The progress of the enactment of the model bill throughout the 
several states has been regrettably slow and, at the present writing, 
uniformity of food and drug laws is only a goal. The question then 
arises as to whether or not it can be hoped that the uniform bill may 
be enacted in all of the 48 states in the foreseeable future. Replies 
from the questionnaire indicate that in many states the model law has 
been presented on one or more occasions to the state legislature and 
that the legislature has failed to enact the model law 

‘The model law has been introduced for the enactment of the model law. The 
and has failed to pass on two occasions in Division of Foods, Dairies and Standards 
both Alabama and Texas. States reporting of the State of Illinois stated that its pres- 
that the model bill may be considered at ent food law had been upheld and fa 
the next session of their legislature include vorably interpreted by its state supreme 
Alabama Colorado, Delaware, Georgia court, and it was, therefore, reluctant to 


Ohio and Texas. Arizona, North Dakota, relinquish its advantage by the enactment 
Maryland and Virginia reported no plans of the model law 
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In addition to the state food and drug law, whether it be the model 
bill or otherwise, there is in most states much subsidiary regulatory 
legislation of various local products. In a state such as Texas, for 
example, the agency responsible for the administration and enforce 
ment of the food and drug law is required to administer the Texas 
Livestock Remedy Act, the Texas Milk Grading and Labelling Law 
the meat inspection law, and other special laws peculiar to the agri 
cultural development of the region Similarly, in California, the 
bureau of food and drug inspection administers the food sanitation act 
the cold storage act, the frozen food locker plant act, the sanitary 
bakery act, the olive oil act, the horsemeat a: t, the cannery 11 spection 
act, and other specialized acts. In most of the states there is specialized 
legislation relating to the production and marketing of milk and milk 
products. In some states, such as New Hampshire, the food and drug 
offic ials have the added responsibility of the yen ral administration and 
enforcement of the general sanitary laws relating to hotels, tourist 


courts, etc., and the upholstery and furniture business 


Uniform Enactment a Dubious Possibility 


The wide variation in state laws and the failure after some 14 
vears of many states to enact the uniform bill can only lead to the 
conclusion that the enactment of the model food and drug bill in all the 
48 states is a most dubious possibility and, therefore, the uniform 


administration and enforcement of food and drug laws through state 


laws 1s virtually impossible 


The inadequacy of many state laws and the lack of uniformity 
and drug laws throughout the United States are indeed gray 
backs to the administration and enforcement of such laws by 
individual states In manv states there are also other diffict 
and problems 


Of primary consideration is the relationship between the adn 


trative arm and the enforcement arm of the state agencies. Predomi 
nantly, the actual enforcement of most state laws, short of prosecution 
of violations of the acts in the state courts, rests with the avencys 


charged with the administration of each act 


Much can be dor e and 1s done by the admint trative 
entorcing state law by investigations, hearings en bargoes 
procedures short of actual prosecution But, as under fed 


to overcome the indifference and, at times, defiance by 
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manufacturers, processors or retailers of food and drug products 
actual prosecution must be instituted. At the time the administrative 
agency turns a \¥ iolator over to an appropriate district, county or state 
attorney for prosecution, the paramount question is how much co 


operation may be expected from such prosecuting attorney 


In response to the questionnaire sent out to state food and drug 
officials, it is unfortunate to report that almost half of the states re 
porting indicated that more cooperation was needed between the local 
district or state attorneys and the administrative agency of the state 
government. This need for more cooperation is an obvious deterrent 
to adequate enforcement of state laws. It also presents a problem 
which is not present under the federal Act. According to my experi 
ence with FDA, it has virtually no problem in securing the support 
and cooperation of the Department of Justice and the local United 
States Attorneys in enforcing the prov isions of the federal act. What 
therefore, are the factors that create the need for closer cooperation in 
many states between local food and drug officials and district, county 
and state attorneys? 

First of all, it must be remembered that prosecuting attorneys in 
most states are most familiar with crimes against persons and with 
robbery, burglary and other crimes of violence. These are the crimes 
with which the local attorney has an everyday acquaintance ; these are, 
also, the crimes that, when successfully prosecuted, make headlines 
and win votes and elections. Local attorneys, therefore, emphasize 


prosecution of such actions. 


Politics and Lack of Knowledge Are Drawbacks 
Some states reported that enforcement attorneys and the bar have no 
knowledge of, and therefore no interest in, food and drug legislation 
Other states reported little knowledge of such laws by local nongovern 
mental attorneys. Many states indicated that a more thorough under 
standing of food and drug laws, and their aims and purposes, was most 
desirable. Few states, however, have reported any educational pro 


gram to correct this limitation. 


Lack of knowledge of food and drug laws, of administrative poli 
cies, and of the problems created by inadequate enforcement of state 
laws is not the only drawback in state enforcements. Politics must be 
an ever-present consideration in the enforcement program. Prose 
cuting attorneys and judges are well aware that a local manufacturer, 


processor © tailer is under attack, and they 
effective action against the “home town” busine 
prosecute does increase inversely with the size « 
one state answering the questionnaire, the problem was so 
it was suggested that the model law be amended t 
general to prosecute, in the event the 
is requested by the state food and drug 
judges and prosecuting 
a tendency on the part o 
susiness and agriculture 


the political 


difficulties 
other dif lties in enforcement 
reported some difficulty in entorcing 
failure of the act to define such terms 
‘putrid’ and “decomposed In addition 
difficult to obtain in Washington unless speci 
adopted for each specih food 

hy far the majority of states, whether they 
model law or not, indicate belef that the authority 


ment official or agency 1s sufficient to carry out the aims and purpose 


of the act The minority of states which indicated that adequate 


authority was not given the enforcement agency agreed that the 
enactment of the model law would give the enforcement agency 
necessary authority Some states. however, indicated th: 

law should be expande d to make enforcement more effect 

| 


for example, stated that an amendment is desirable to expand the tn 


junctive relief to cover not only the misbranding and adulteration of food 
for instance, but permanent injunctive relhef against the chron 
violator to prevent further misbrandings and adulterati 
recognizes a similar problem in suggesting that the 
amended to provide that all business must be carrie 
a permit which could be revoked in the 
with the usual provision that operating 
a crime subye ting the Violator te 
Ohio states a belief that the 


should be greater.’ 


jhio reports that no condemnation au mn the pre 
thorit is granted in the Ohio act How nspectors 
ever, in the last three months. over 346,001 chanme 


pounds of dulterated food was destroved iasior 
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It is apparent that there is a close relationship between state food 
and drug officials and FDA inasmuch as cooperation between federal 
and state agencies is essential to adequate administration and enforce 
ment. The federal Administration has properly won the respect of 
state officials. All except two of the states reporting felt that coopera 
tion between state and federal agencies was adequate, many of the 
states categorizing the cooperation shown by FDA as “very, very 


good” or ‘excellent % 


Problems of Interstate, Federal-State Cooperation 
However, cooperation between the food and drug agencies in the 
various states was not as well recognized. Most states, reporting lack 
of cooperation between states, blamed this on the lack of uniform laws 
in the neighboring states, again emphasizing the need for a renewed 
effort to secure passage in all states of the model law. Unfortunately, 
cooperation between FDA and the several states may be reduced 


because of reduced appropriations to FDA 


Many of the states answering the questionnaire were most con 
erned over the failure of Congress to grant adequate appropriations to 
KDA. The lack of adequate appropriations has necessarily curtailed 
activities of FDA and, at least partially, placed additional responsibili 


ties on state officials, 


Federal Budgetary Restrictions and State Work Load 
In the field of economic cheats, one state official stated the problem 


as follows: 

For the past three years, due to budgetary restrictions, the Federal Food and 
Drug Administration has pretty much given up economic violations in the food 
field and claims are made that they are concentrating on serious cases of adultera 
tion. The economic field covers a multitude of violations such as short-weight, 
deceptive packaging, misbranding, lack of enforcement of standardized foods 
etc. From the increase in the amount of violation in the economic field, it is ap 
parent that industry is well aware of the Federal Food and Drug Administration's 
policy. Thus, the increase in violations of foods entering into inter-state commerce 
is mounting, thereby placing a heavy burden on states which are rigidly enforcing 


their operating laws 

\nother commissioner reported: “Consumer protection is being 
jeopardized through lack of enforcing the food laws at the federal 
level and the work-load for individual states is mounting.” 

Lack of cooperation is reported in still another respect.. In states 
which have adopted federal standards of identity for food products, 
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difneulty has been encountered in enforcement because of the alleged 
secrecy engaged in by FDA in the issuance of permits for experimental 
food products. The state official commenting on this problem stated 
that the statutory or administrative authority to issue such permits 
was indeed questionable, and that the issuance of such permits greatly 
confused many states that have adopted federal standards of identity 
The Administration made important strides towards maintaining close 
permanent cooperation between federal and state officials It would 
seem completely shortsighted that this cooperation should be curtailed 
at the beginning of what promises to be a most fruitful period of co 
existence by lack of adequate appropriations for this important pro 
gram. The Division of State Cooperation of FDA, charged with thi 
responsibility, has been severely curtailed in its program, to the 


detriment of the consuming publi 


Golden Anniversary of Federal Act—Educational Opportunity 

State ofhMeials under the guidance of Lugene H. Holeman, presi 
dent of the Association of the Food and Drug Officials of the United 
States, are sponsoring many programs in honor of the golden an 
niversary of the passage of the 1906 Food and Drugs Act, wherein the 
attention of the veneral public will be called to the Importance and 
necessity of strong food and drug control programs to protect the pub 
lic as a whole. Such an anniversary year gives both state and federal 
officials an opportunity to present to the public, through the media of 
press, radio and television, the great advancement that has been made 
in the past 50 years, which has accounted in part for a standard of 
public health never previously maintained in the civilized world. Sucl 
an anniversary could call the attention of the public to the many goal 
yet to be achieved and the increasing responsibility of food and drug 
officials in our continuing development Adequate plans are being 
made to provide the education and promotion long needed in he Ipu ’ 
those dedicated publi servants tn federal and state yovernments cor 
tinue the progress initiated by the federal Act of 1906 Food and 
drug lawyers must give assistance in the public relations ed 
out in the golden anniversary vear 


tration ag dl 


The ad lition al burde n placed upon sta adr 


Tritt 
forcement by the failure of Congress to provide FDA with adequat 


funds was recognized by most of the states Che states, through the 


Association of Food and Drug Off tals of the United States. are be ing 








LOR IO AMR 


PAGE 802 FOOD DRUG COSMETIC LAW JOURNAL—NOVEMBER, 1955 


forced more and more to police the food industry to ferret out the 
“economic cheats” that were, in prior years, effectively curtailed by 
FDA. Whether or not state agencies will be able to persuade state 
legislatures to increase appropriations to fill this void remains to 
be seen 

The chances of state legislatures’ increasing appropriations to the 
state food and drug agencies seem, in many instances, to be remote 
Nearly half of the states reporting stated that the amounts that they 
are currently receiving are inadequate.’ It is of interest to note that 
four states which received the appropriation that they requested still 
felt that the appropriation was inadequate. Practical considerations in 
those states undoubtedly forced such states to reduce their requests, 
yet it would seem that state administrators have a definite responsi 
bility to at least appraise the state legislature of the amount needed 
adequately to protect the public in the food and drug field. Unless the 
legislature is appraised of the true amount needed for state administra 
tion and enforcement, responsibility for failure to appropriate suf 


ficient funds cannot be placed upon the legislative branch 


Seriousness of Necessary Cutbacks 
In the states that are not receiving adequate appropriations, cur- 
tailment of essential functions of the state food and drug agency is 
necessary. The seriousness of such cutbacks is intensified because 
they come at a time when FDA has found it necessary to reduce some 
of its program. All of us who are acquainted with the food and drug 
industry know that the great majority of manufacturers, processors 
and retailers abide by the rules of the game and are eager and willing 
to cooperate with federal and state officials in the administration of 
the food and drug laws. The minute minority, however, is apt to 
recognize the reduced appropriations and take advantage of curtailed 
administration and enforcement of federal and state food and drug 
laws. The resultant increase in “economic cheats” is but the beginning 
of a growing problem unless Congress and state legislatures are edu 

cated to the financial needs of food and drug agencies 
In the area of public relations, it is apparent that many state food 
and drug agencies are doing little, if anything, to educate state legisla 
* Alabama, Arizona, Arkansas, Colorado York, North Dakota, Ohio, Texas and 


Delaware, Georgia, Idaho, Illinois, Kansas Virginia 
Massachusetts Missouri, Nevada New 
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tures to their needs Most states are at the present time raising 
near-maximum revenues from tax sources available to them, and food 
and drug agencies must compete vigorously with other state agencies 
for apportionments of these revenues, yet 16 states responded that they 
conduct neither any educational nor public relations program with 
their state legislatures to insure more adequate funds for the operation 


] 


ind enforcement of their food and drug laws 


(of the states that do have an educational program designed t 
acquaint legislatures with the needs and responsibilits s of the food 
and drug agency, most states rely on personal contact with state 
senators and representatives. In Missouri, these contacts are made 
not only through the agency itself, but through such interested groups 
as the Parent-Teacher Association, the Red Cross, TB associations, 
medical societies dental soc 1eties, cancer at d heart asso lations, ete 
Other states rely solely on contacts with legislatures only at hearings 
on food and drug bills In some states, the food and drug officials meet 
with the legislative councils at stated intervals and report continuous 
publicity of the agency's activities. With few exceptions, the states 
that are conducting educational programs for their legislators are 
finding that their requests for appropriations have been granted. Great 
improvement with the legislature can be made in the public-relations 
field, in addition to the press, television and radio outlets, trade asso 
ciations and vitally affected industries, to the end that legislatures and 
public alike will have a better understanding of the problems, aims 
plans and progress ol their state food and drug agencies some states 
have made significant beginnings, but much immediate progress in 


bettering their public relations is needed 


Can States Meet New Responsibilities? 

What parts of state food and drug administration and enforcement 
are cut back because of lack of sufficient funds’ In most states 
inspections, field and laboratory work have been curtailed; as a result, 
enforcement ne essarily suffers In Massachusetts, for example, each 
phase of the program of the food and drug agency must be sharply 


curtailed. In New York, fewer inspections are made; fewer samples 


are procured; fewer hearings are conducted In Texas, inadequate 


funds have limited enforcement of food standards, the livestock remedy 


act, the milk-grading law, the labeling law and the general food and 
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drug laws. A necessary corollary to the curtailment of essential 
services is the fact that states with inadequate appropriations have no 
opportunity to expand their facilities and manpower to assume new 
responsibilities that are becoming apparent because of lack of suf- 
ficient funds for FDA. At the present status of education of state 
legislatures in many states, it is doubtful if such states would be 
able to assume additional responsibilities in the food and drug field 
if the federal government should desire to return federal control of 


local problems to state governments. 


State officials were also asked what, in their opinion, constituted 
the weakest features of their state food, drug and cosmetic acts 
Obviously, most of the states that have not passed the Uniform Food, 
Drug and Cosmetic Act consider their acts as “entirely outdated and 
inadequate to handle food and drug regulatory problems with which 
we are confronted in 1955.” Ohio states that the weakest features of 
its food and drug act are “lack of condemnation and seizure or embargo 
powers, the legal procedures inherent in the Federal Act, control of 
chemical additives, difficulty under the imitation food provisions which 
are prohibited.” 


The necessity for modernization of state food and drug laws and 
the opportunities for successful enactment by legislatures in states 
having outmoded laws have been discussed elsewhere. Passage of the 
model law remains, however, a first priority for state administrations, 


and every effort to assist must be lent by FDA, interested business 


concerns and the lawyers of each community. 


Weakness in Some State Laws Even Under Model Bill 

The weakness in state laws is not limited to outmoded laws in 
some states. Many states have passed the model bill only in part 
California has not passed the cosmetic section of the act and, therefore, 
lacks jurisdiction over that most important field. Other states that 
have adopted the model bill believe that the law is too general and 
lacks definition of terms such as “adulteration,” “filthy,” “putrid,” etc.® 
Other states, although they have adopted the model bill in substance, 
recognize weakness because of the failure to adopt the model bill 
verbatim. In Missouri, for example, the division of health can con 
demn and destroy defective food if the owner or person in whose pos 
* The State of Washington, in answering sional and administrative people who had 


the questionnaire, stated: ‘It appears to limited experience in the field of enforce- 
me that the act was drawn by profes- ment and the laws and rules of evidence 
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session it is found agrees to such action. If the owner or person in 
possession refuses to agree, the director of the division of health cannot 
hold such articles of food longer than a three-day period, unless he has 
received an order from the circuit court during said three-day period 
ordering the food to be condemned or destroyed. This statutory pro 
vision, coupled with the dependence upon local prosecuting attorneys 
for enforcement of the act, may result in making seizure and con 


demnation under the act ineffectual 


Of the states reporting adoption in substance of the model law 
many regret that their state law does not by reference adopt standards 
promulgated under the federal Act. Unless the federal standards are 
adopted in a state, that state does not usually have financial ability 
laboratory facilities or technical knowledge to adopt standards of its 
own States where federal standards are adopted by reference, al 
though recognizing the difficulty with which standards can be promul 
gated under the federal Act, decry the lack of additional federal 


standards which could be adopted by the state under its law 


Question of Turning Over Additional Control to States 


Before the federal government can restore further control of foods 
drugs and cosmetics to state governments, FDA has the serious prob 
lem of ascertaining how much additional responsibility the states can 
assimilate. The questionnaire has so far pointed out the lack of um 
formity in administering and enforcing state laws even among states 
which have, in substance, adopted the model law Many states that 
have adopted it state that they believe the model act to be adequate as 
already cited; other states that have adopted the model law have 
pointed out what to them seem additional weaknesses in the law. The 
difficulties in resolving the question of turning over additional control 
to the states, however, do not rest entirely on the variance in state 
laws. Enforcement problems, not apparent at the federal level, appear 


with frequent regularity in the states 


In reply to the question “What in your opinion is the chief difh 
culty in securing proper enforcement of your Food, Drug and Cos 
metic Act?” only one state was indignant at such question. New York 
briefly answered: “Question assumes we are not enforcing law prop 


erly. Such is not the case The other states answering the ques 


tionnaire realized that perfection had not been achieved. The foremost 
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difficulty in the enforcement of state laws is a difficulty which is non 
existent in federal enforcement, namely, the sympathy of local prose 
cutors and judges for local merchants. Federal judges and United 
States Attorneys have a wide knowledge of the aim and purpose of 
the Food, Drug, and Cosmetic Act of 1938. They are not subject in the 
slightest degree to local pressures and conditions. As a result, the federal 
law is enforced with a remarkable degree of uniformity. Apparently 
this is not so with the state laws. 

Many states, as has been referred to previously, believe that the 
legal staffs of their attorneys general and local prosecuting attorneys 
have little familiarity with food and drug laws due, in some measure 
to lack of interest. Other states stress the difficulty of enforcing the 
state law against a local merchant. These weaknesses in state enforce 
ment stem directly from a lack of education by the state administrator 
of the attorneys and the court as to the great public responsibilities 
shared by the food and drug administrator, his legal advisors and 
prosecutors, and the courts in maintaining adequate standards and 
safeguards for the foods and drugs needed by our citizens. The federal 
Administration must continue to work closely with state governments 
in this educational process to overcome the real hindrance to effective 


enforcement of state laws. 


Difficulties at Inspection Level 
The difficulties encountered in enforcement do not rest solely with 


prosecuting attorneys and the courts. The difficulty is pointed up at 


the inspection level. Securing qualified personnel is a problem in fed 


eral, state and local governments, just as it is in private enterprise 
To obtain qualified inspectors, a state must offer a salary commen 
surate with the responsibilities entailed in the employee’s work, continued 
employment and chances for future advancement. Both salary and the 
offer of a career present real problems to state officials. Annual 
salaries of personnel charged with the administration and enforcement 
of state laws (exclusive of clerical help) range from $2,800 to $8,500 
Two thirds of the states reported that they were unable to obtain the 
high quality of employees desired, at the salary ranges established in 
their respective states.’ 

'Ohlo reports “Federal inspectors are tions are higher there is quite a difference 
paid more than twice [the salaries of} between sample collectors and competent 


state inspectors and even more than our food and drug inspectors.’ 
supervisors. Furthermore, their qualifica- 
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On the other side of the coin, many states cannot ofter an em 
ployee a career in food and drug work. In only about half of the states 
reporting are employees under civil service. In the other states, the 
inspectors and other employees are subject to political appointment 
The political pressure that can be brought to bear on inspectors and 
administrators of the state food and drug laws decidedly hampers 
effective enforcement in many states. Such, however, are the political 
facts of life upon which enforcement depends Unless states can offer 
tenure of office and advancement to food and drug personnel, the fear 
less impartial enforcement of food and drug laws will be difficult to 
achieve on a state-by-state basis, and the uniformity of enforcement 


of state laws will vary widely from state to state." 


Enforcement in Communities 

If control of some food and drug problems is to be turned over by 
the federal government to the state governments, some consideration 
must be given to the function of food and drug administration and 
enforcement on a local or community level. Although all except a few 
states report close liaison between state and local officials, it 1s ap 
parent that little is done on a local level, with the exception of the 
enforcement of sanitary provisions relating to the manufacture, dis 
tribution and sale of food and drug products. Towns and cities are 
dependent on state and federal administration and enforcement to 
protect and safeguard the public from all other food and drug viola 
tions. Local officials are subject even more closely to the pressures 
of protection of home-town industry and commerce, with the result 
that in most states the real responsibility rests on either the state or 


federal food and drug officials 


State Laws and Factory Inspection 
With the passage of the federal factory-inspection law, the ques 
tion invariably arises: “Do state laws provide adequately for factory 
inspection?” Only five states reported that their state law did not 
provide adequate plant inspection.” Although there are invariably 


exceptions, the cooperation between manufacturers and state officials 


* Ohio reports Applications for jobs * Arizona, Delaware, Georgia, Idaho and 
are numerous from those who would be Mississippi Arizona, Delaware, Georgia 
satisfied with the existing salary range and Idaho, however, reported excellent 
But frustration exists also among those cooperation between manufacturers and 
who see little chance to advance under state inspectors 
low fixed salary schedules, especially when 
total available funds are limited.’ 
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has developed to such a degree that only three states are contemplating 
the introduction of factory-inspection laws similar to the recently 


10 


enacted federal law 


One of the principal reasons asserted by proponents of states’ 
rights is the argument that the federal government is duplicating, in 
many instances, the work of the respective state governments. Such 
an argument cannot be made in the food and drug field, a tribute 
indeed to the close liaison and planning of FDA with state govern 
ments. Only one state, New Hampshire, felt there was duplication 
of work between state and federal agencies that could be eliminated 
without injuring the enforcement of either the state or federal food, 


drug and cosmetic laws." 


The high degree of cooperation between FDA and state agencies 
has reduced duplication to a minimum, due largely to the efforts of 
the Division of Program Planning and the Division of State Coopera 
tion of FDA and the Association of Food and Drug Officials of the 
United States. This has eliminated an important argument for the 
return of control of local food and drug problems to the state and local 


governments 


In summarization, it may be stated that as long as state food and 
drug laws of the several states vary widely, with little chance in the 
foreseeable future of enactment of the uniform state food, drug and 
cosmetic law; as long as administration and enforcement of state laws 
vary so wide'y from state to state and locality to locality; as long as 
many state legislatures fail to recognize the importance of adequate 
enforcement of model food and drug legislation by failing to grant 
adequate appropriations; and as long as sufficient numbers of trained 
personnel are not available for administration and enforcement on a 
state level, the FDA should not relinquish its over-all control and 
administration of food and drug matters. The FDA has earned the 
respect and admiration of state officials; it is serving a vital dynamic 
function in protecting the consuming public. It should be given sufh 


cient appropriations by Congress to continue to fulfill these important 


functions [The End] 


" Alabama, Delaware and Georgia 

' New Hampshire indicated the feeling 
that there was duplication in the regula- 
tion of oleomargarine 
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hay grass crops (pasture and range Phygon (2, 3-dichlor 
grass), mint (including spearmint and quinone): For use on 
peppermint) Piperony! butoxide 

Allethrin For use on livestoch citrus. livestock pei 

Calcium cyanide use aS a er: Pyrethrins: For 
tumipgant wraims (stored) 

Chlordane For use on forage croy matoes 
(including gra Ss), Sweet potatoes, grain Toxaphene For 
cottonseed, sugar can plums and prunes, beets 

Dieldrin For use on berries of the bagas, sugar beets, hors 
bramble type, blueberries, citrus fruit nips, collards, kale, mustar« 
grapes, plums and prunes, strawberri spinach, Swiss chard, pepper 
beans (including black-eyed peas and tos, cowpeas, grains (includ 
soybeans), cabbage, corn, cucumbers rye, barley, wheat, rice and 
lettuce, melons (including cantaloupe grain), buckwheat, nuts (incl 
and muskmelons), peanut peas and cans, walnuts, hazelnuts 
cowpeas, potatoes and sweet potatoes nuts), legumes tor torag 
grains (including oats, rye, barley, clovers, alfalfa, soybean 
wheat and rice), buckwheat. grain for hay, lespedeza and cowpe: 
age, legumes for forage (including crops (pasture and range 
clovers, alfalfa and peanut hay), grass thy and grass hay), grain 
crops (pasture and range grass, timothy cluding corn and sorghum) 
and grass hay), sorghum, sorghum ‘meat 
forage Zineb For 

Endrin For use on cabbage, sugat mushrooms 
beets Ziram: For 

EL PN (O-ethyl-O-paranitrophenyl ben strawberries 
zene thiophosphonate) For use on 
grapes, nuts (including pecans, walnuts Effectiwe date March 1, 1956 
and almonds), tomatoes, olives, onions \ervienitrile For use 
cottonseed, sugar beets Benzene hexachloride 
Ethylene dibromide For F meat 


soil fumigant Butexyvpolypropylene ¢ 


Ferbam: For use on almonds in animal fly sprays 
Hydrocyanic acid: For use as a fumi Captan: For postharvest 
gant for grains, dried peas and beans tatoes 
nutmeats Carbon bisulfide: For 
Lindane For use on forage crop fumigant 
(alfalfa and clover), meat, grain (from Carbon tetrachloride For 
treating storage bins) graim tumigant 
Methoxychlor For use on carrots Chlordane For use in meat 
currants, gooseberries, pasture grasses, ( hloropierin For use as 
forage legumes (alfalfa, clovers, pea fumigant 
nuts [peanut hay], cowpeas and soy Copper carbonate, basis: For 
beans), peanuts, mint, meat, grains pears 
Methyl bromide: For use as a fumi DDI For use in meat 
want. Ethylene dibromide 
Parathion: For use on forage crops gram ftumigant 


(alfalfa, clover, peas, pangola grass, Ee thvlene dichloride kor us¢« 


timothy and vetch), field crops (barley, grain fumigant, on citrus, strawberries 


corn, oats and wheat), hops, olives Ethylene oxide For use on 
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refusing to solicit sellers already repre brokerage on their purchases of drugs 


sented by another food broker, and and sundries The complaint alleges 
from disciplining or expelling members that these druggists are the sole stock 
who solicit these sellers ( Released holders of a druggist supply corpora 
October 10, 1955.) —CCH Trape Recu tion, a broker and purchasing agent 
LATION Reports § 25,707. passing on to the druggists the com 


Brokerage Commissions—Wholesale '™issions it receives for placing orders 


Drugs.— More than 100 wholesale drug with their suppliers. (Issued Septem 
wists are charged with engaging in a ber 22; released October 6, 1955.)—-CCH 
plan through which they receive illegal Trape Recutation Reports § 25,691 


A VACCINE FOR TB? 


A brief statement by 
JAMES E. PERKINS, M.D. 
Managing Director, National Tuberculosis Association 


At the present time there is not a satisfactory vaccine 
against TB. 

After years of study, a vaccine, called BCG, was developed 
that does increase resistance ... but gives neither strong nor 
predictable protection. 

Tuberculosis poses peculiar problems to researchers seeking 
an immunizing agent. Vaccines have been most successful 
against diseases where a single attack of the disease itself 
brings about immunity against future attacks. This, unfor- 
tunately, is not true of TB. One attack is no guarantee against 
future attacks of tuberculosis. In fact, TB is notoriously a 
“relapsing” disease. 

However, in the uncharted future of science and medicine, 
it is certainly possible that a vaccine could be developed that 
would confer strong and lasting immunity. Or the secret of 
preventing tuberculosis may lie elsewhere . . . in enhancing 
nutrition for example, or perhaps a superior drug can be used 
to prevent as well as treat TB. 

The important thing is that all likely avenues are being 
carefully investigated. This past year questions pertaining to 
immunity and other problems connected with tuberculosis 
were being studied in more than 40 clinics and laboratories 

under medical research grants made possible by your 
purchase of Christmas Seals. 

Your past support has helped save hundreds of thousands 
of lives. Your continued support will help hasten the day 
when medical research will find the answers to perplexing 
problems which must be solved to bring about the conquest 
of tuberculosis. 

You can help speed that day . . . by buying Christmas Seals. 


BUY AND USE 
GREETINGS 1956 3 CHRISTMAS SEALS 
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js PRODUCT Fi ay 
Published LIABILITY CASES 


By Frank T. Dierson, Assistant General Counsel 
of the Grocery Manufacturers of America, Inc., 
Associate General Counsel of the American 
Pharmaceutical Manufacturers’ Association, Inc., 
and Member of the New York Bar 


and Charles Wesley Dunn, President of the Food 
Law Institute, Inc. 


Bach FLI ; ; 
book comes in Now available for the first time under one set 


handsomely de a . : : : : : 
hard bound rors nq Of covers is this outstanding compilation for all 
and black, with gold stamping = concerned with the important and complex area 


of product liability. 


Conveniently assembled in this handsome desk-aid are the landmark 
product liability cases relating to food, drugs, and cosmetics. Whether you 
want quick reference to a particular case or thorough study of the entire 
subject, this “one-volume library” of preduct liability decisions is designed 
throughout to serve your needs swiftly, fully. Actually, the basic principles 
brought out in these pivotal cases provide the essential background con- 
cerning the high standards of care required in the manufacture, processing, 


and distribution of food, drugs and cosmetics. 


Handily included are two separate Tables of Cases, one listing cases alpha- 
betically, and the other by jurisdiction—with full citation and year of decision. 
Headnotes provide ready identification of the legal issues. Published by Commerce 
Clearing House, you can depend on this new member of the Food Law Institute 
Series. Most cases are reproduced from CCH’s authoritative Food Drug 
Cosmetic Law Reports. In all, 1182 pages, 654” x 974”, hard bound. Prompt 


ordering assures prompt delivery; 15 days’ approval. Price, $12 a copy. 


For Further Details, Write to 


CCH, PropuctTs, CoM PANY. 


: 
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BOOKS BY MAIL 


214 N. MICHIGAN AVENUE, CHICAGO I, ILLINOIS 








